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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  880 

[Docket  No.  78N-1267] 

General  Hospital  and  Personal  Use 
Devices;  General  Provisions 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  regarding  general  provisions 
applicable  to  the  classification  of 
general  hospital  and  personal  use 
devices.  The  preamble  to  this  rule 
responds  to  general  comments  received 
on  the  proposals  regarding  classification 
of  general  hospital  and  personal  use 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  In  the 
Federal  Register  of  August  24, 1979  (44 
FR  49844),  FDA  published  a  proposed 
regulation  containing  general  provisions 
applicable  to  the  classification  of 
general  hospital  and  personal  use 
devices.  The  preamble  to  the  regulation 
described  the  development  of  the 
proposed  regulations  classifying  general 
hospital  and  personal  use  devices  and 
the  activities  of  the  General  Hospital 
and  Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel),  an  FDA  advisory  committee  that 
makes  recommendations  to  FDA 
concerning  the  classification  of  general 
hospital  and  personal  use  devices.  FDA 
also  published  in  that  issue  of  the 
Federal  Register  individual  proposed 
regulations  to  classify  99  general 
hospital  and  personal  use  devices.  FDA 
provided  a  period  of  60  days  for 
interested  persons  to  submit  written 
comments  on  these  proposals. 

Comments  on  Classification  Proposals 

Elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  issuing  final  regulations 
classifying  94  individual  general  hospital 
and  personal  use  devices.  FDA  is 
responding  to  specific  comments 
regarding  the  classification  of  individual 
devices  in  the  final  regulations  for  these 
devices. 


Several  general  comments  were 
received  regarding  the  process  used  for 
publishing  classification  regulations  for 
general  hospital  and  personal  use 
devices.  The  agency  is  responding  to 
these  general  comments  below: 

1.  A  comment  stated  that  whenever  a 
device  is  exempted  from  other  good 
manufacturing  practice  (GMP) 
regulatory  sections  in  the  Code  of 
Federal  Regulations  (CFR),  it  should 
also  be  exempted  from  §  §  820.180  and 
820.198  (21  CFR  820.180  and  820.198) 
relating  to  records  and  complaint  files. 

The  agency  disagrees  with  the 
comment.  As  stated  in  the  proposed 
general  provisions,  the  agency  has 
determined  that  no  exemption  from  the 
device  GMP  regulation  will  extend  to 
§  820.180,  with  respect  to  general 
requirements  concerning  records,  or 
§  820.198,  with  respect  to  complaint 
files.  The  agency  believes  that  granting 
exemption  from  these  sections  would 
not  be  in  the  public  interest,  and  that 
compliance  with  these  sections  is  not 
unduly  burdensome  for  device 
manufacturers- To  ensure  that  device 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup,  all  manufacturers  are  required 
to  comply  with  the  complaint  file 
requirement.  The  purpose  of  requiring 
all  device  manufacturers  to  comply  with 
the  general  requirements  concerning 
records  is  to  ensure  that  FDA  has  access 
to  the  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

2.  The  comment  also  stated  that 
FDA’s  intent  in  not  granting  an 
exemption  from  §  820.180  is  unclear  and 
that  the  agency’s  decision  not  to  grant 
this  exemption  could  be  construed  to 
mean  that  FDA  wants  manufacturers  to 
maintain  all  records  referred  to 
throughout  the  GMP  regulation,  even 
though  the  device  would  be  exempt  from 
all  other  GMP  requirements  except  the 
requirements  to  maintain  and  grant 
access  to  complaint  files. 

FDA  disagrees  with  the  comment’s 
view  that  the  agency’s  intent  in  refusing 
to  exempt  manufacturers  from  §  820.180 
is  unclear.  The  discussion  above  and  in 
the  proposed  regulation  clearly  states 
FDA’s  intent  regarding  this  section, 
which  is  to  assure  FDA  access  to 
complaint  files. 

3.  A  comment  agreed  with  the 
proposed  exemption  from  certain 
sections  of  the  GMP  regulation  for  five 
devices.  These  devices  are  the  elastic 
bandage  (Docket  No.  78N-1287), 


therapeutic  medical  binder  (Docket  No. 
78N-1295),  cast  cover  (Docket  No.  78N- 
1343),  skin  pressure  protector  (Docket 
No.  78N-1353),  and  protective  restraint 
(Docket  No.  78N-1358). 

No  change  is  needed  in  the 
regulations  on  these  devices  in  order  to 
respond  to  this  comment. 

4.  A  comment  stated  that  the  device 
registration  and  listing  product  code 
should  be  included  in  the  list  of  general 
hospital  and  personal  use  devices  to 
assist  in  the  identification  of  the 
devices. 

Although  the  suggestion  in  the 
comment  has  merit,  practical  problems 
prevent  its  adoption.  Some 
manufacturers  have  become  accustomed 
to  identifying  a  device  by  its  registration 
and  listing  name  and  three-letter  code 
used  for  purposes  of  device  listing  under 
section  510  of  the  act  (21  U.S.C.  360). 
However,  FDA  is  still  making  changes  in 
the  names  and  identifications  of  generic 
types  of  devices  in  the  classification 
regulations  for  all  devices  for  which 
final  regulations  have  not  been 
published.  Because  FDA  has  not  used 
the  present  device  registration  and 
listing  names  in  the  proposed  and  final 
classification  regulations,  FDA  has 
prepared  an  index  of  names  of  generic 
types  of  medical  devices  used  in 
classification  regulations  to  aid  a 
manufacturer  in  matching  its  device 
with  the  proper  classification  regulation. 
The  index  shows  the  device  registration 
and  listing  product  code  for  each  device 
reviewed  by  a  classification  panel  and 
the  corresponding  name  of  the  generic 
type  of  device  and  classification  panel 
in  which  the  device  classification  will  be 
published  in  the  Federal  Register.  The 
agency  announced  the  availability  of 
this  index  in  the  Federal  Register  of 
March  6, 1979  (44  FR  12269).  If 
necessary,  this  index  will  be  updated, 
and  the  availability  of  the  revised  index 
will  be  reannounced  in  the  Federal 
Register.  FDA  believes  that,  because 
this  index  is  available,  it  is  unnecessary 
to  include  or  cross-reference  the  present 
device  registration  and  listing  name  and 
product  code  in  the  classification 
regulations.  In  the  future,  following 
publication  of  most  of  the  device 
classification  regulations,  the  agency 
will  revise  and  reissue  the  device 
registration  and  listing  product  code,  so 
the  device  names  to  be  used  for 
registration  and  listing  correspond  to  the 
device  names  in  the  final  device 
classification  regulations. 

5.  A  comment  stated  that  general 
purpose  hospital  mattresses  without 
medical  claims  in  their  labeling  are  not 
medical  devices  because  they  are  not 
covered  by  the  statutory  definition  of  a 
medical  “device."  The  comment  stated 
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that  general  purpose  hospital  mattresses 
are  essentially  identical  to  interspring 
and  urethane  foam  mattresses  sold  for 
residential  and  other  uses. 

The  comment  is  largely  correct.  A 
general  purpose  hospital  matress  that  is 
not  intended  for  a  medical  purpose  is 
not  considered  a  “device”  under  section 
201(h)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  321(h)).  Because 
FDA  is  unaware  of  general  purpose 
hospital  mattresses  which  are  intended 
for  medical  purposes,  FDA  is  not 
publishing  a  classification  regulation  for 
those  products. 

.  FDA  also  has  clarified  several 
regulations  classifying  products  that 
have  both  medical  and  nonmedical  uses. 
FDA  will  regulate  a  multipurpose 
product  as  a  medical  device  if  it  is 
intended  for  a  medical  purpose,  that  is, 
for  "use  in  the  diagnosis  of  disease  or 
other  conditions,  or  in  the  cure, 
mitigation,  treatment,  or  prevention  of 
disease,”  or  “to  affect  the  structure  or 
any  function  of  the  body.”  Section  201(h) 
of  the  act.  FDA  will  determine  the 
intended  use  of  a  product  based  upon 
the  expressions  of  the  person  legally 
responsible  for  its  labeling  and  by  the 
circumstances  surrounding  its 
distribution.  The  most  important  factors 
the  agency  will  consider  in  determining 
the  intended  use  of  a  particular  product 
are  the  labeling,  advertising,  and  other 
representations  accompanying  the 
product.  Products  that  have  medical 
uses  only  are  clearly  intended  for 
medical  purposes  and,  therefore,  will  be 
regulated  as  medical  devices  whether  or 
not  medical  claims  are  made  for  them. 

Exemptions  for  Class  I  Devices 

FDA  proposed  to  exempt  28  generic 
types  of  general  hospital  and  personal 
use  devices  from  premarket  notification 
procedures  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  360(k))  and  Subpart  E  of  Part 
807  of  the  regulations,  which  implements 
section  510(k)  of  the  act. 

FDA  also  proposed  to  exempt  31 
generic  types  of  general  hospital  and 
personal  use  devices  from  certain 
requirements  of  the  GMP  regulation  in 
Part  820. 

The  agency  is  exempting  two 
additional  generic  types  of  devices  from 
premarket  notification  procedures  and 
from  certain  requirements  of  the  GMP 
regulation,  if  the  devices  are  not  labeled 
or  otherwise  represented  as  sterile,  in 
the  final  classification  regulations  for 
these  two  devices  that  are  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  These  devices  are  medical 
absorbent  fibers  (Docket  No.  78N-1303) 
and  specimen  containers  (Docket  No. 
78N-1342).  The  final  regulation  for  each 


of  these  devices  exempts  the  device 
from  all  requirements  of  the  GMP 
regulation  with  the  exception  of 
§§  820.180  and  820.198  relating  to 
records  and  complaint  files.  The  agency 
has  determined  that  exemption  of  any 
device  from  §  §  820.180  and  820.198  for 
the  reasons  given  above  in  comment/ 
response  number  one. 

Guidelines  for  Preparing  Petitions 
Requesting  Exemption  or  Variance  From 
the  Device  GMP  Regulation  for  Devices 
Classified  Into  Either  Class  I  or  Class  II 

FDA  has  prepared  guidelines  on  the 
procedures  that  should  be  followed  by 
persons  who  wish  to  submit  petitions  for 
exemption  or  variance  from  the  device 
GMP  regulation.  These  petitions  may  be 
submitted  in  accordance  with  provisions 
of  section  520(f)(2)  of  the  Federal  Food,  - 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360j(f)(2)).  The  agency  announced  the 
availability  of  the  guidelines  in  a  notice 
published  in  the  Federal  Register  on 
Friday,  January  18, 1980  (45  FR  3671). 
FDA  has  granted  two  manufacturers’ 
petitions  for  exemption  from  the  GMP 
regulation  for  four  general  hospital  and 
personal  use  devices  (Docket  Nos.  79P- 
0290,  79P-0292,  79P-0294,  and  79P-0320), 
if  these  devices  are  not  labeled  or 
otherwise  represented  as  sterile.  The 


Urine  collection  bags  lor  infants . . . .  78N-1286 

Naso  gastric  tubes _ ..... _ _ _ _ _ .................  78N-1327 

Infant  oxygen  hoods _ _  78N-1305 

I.V.  set  stopcocks . . . . .  78N-1323 

Fluid  delivery  tubing . . . . .  78N-1328 


Separate  termination  notices  will  be 
published  in  the  Federal  Register  for  the 
above  docket  numbers  at  a  later  time. 

Changes  in  Classification  in  Final  Orders 

Based  on  the  comments  received  and 
on  additional  consideration  of  the 
information  before  the  agency,  FDA  has 
classified  each  of  several  devices  into  a 
different  class  from  that  originally 
proposed.  Changes  in  classification 
were  made  in  each  of  the  following 
regulations  with  respect  to  all  or  some 
devices  subject  to  the  regulation: 
Pressure  infusor  for  I.V.  bags  (Docket 
No.  78N-1380)  and  medical  support 
stockings  (Docket  No.  78N-1322).  FDA 
does  not  believe  that  it  is  necessary  to 
issue  a  new  proposal  concerning  these 
decisions.  The  purpose  of  publishing  a 
proposal  and  soliciting  comments  is  to 
enable  the  agency  to  determine  whether 
its  proposed  classification  of  a  device 
was  correct.  After  reviewing  the 
comments  submitted  on  a  proposal,  the 
agency  may  be  persuaded  that  its 


exemptions  did  not  extend  to  §  820.180, 
with  respect  to  general  requirements 
concerning  records,  or  §  820.198,  with 
respect  to  complaint  files.  These  actions 
are  described  in  more  detail  in  the 
preambles  to  individual  final  regulations 
for  the  four  devices: 


Device  name 

Docket 

No. 

.  78N-1287 

.  78N-1324 

.  78N-1333 

Patient  examination  gloves _ _ _ _ ... 

_  78N-1347 

Minor  Changes  Made  in  Final 
Regulations 

FDA  is  making  minor  changes  in  the 
names  of  some  devices  or  in  their 
identification  for  clarification  purposes. 
Additionally,  the  agency  is  adding  an 
explanation  in  §  880.1  that  references  in 
Part  880  to  other  regulatory  sections  of 
the  Code  of  Federal  Regulations  are  to 
Chapter  1  of  Title  21  unless  otherwise 
noted. 

Final  Regulations  Not  Published  at  This 
Time 

The  agency  is  not  publishing  the  final 
regulations  for  the  following  devices  at 
this  time: 


To  be  published  with  Gastroenterology -Urology  Devices. 

To  be  published  with  Gastroenterology-Urology  Devices. 

Was  published  with  Anesthesiology  Devioes  (44  FR  63396). 
See  78N-1309  published  elsewhere  in  this  issue  ot  the  Fed¬ 
eral  Register. 

See  78N-1309  published  elsewhere  in  this  issue  ol  the  Fed¬ 
eral  Register 


proposed  classification  is  incorrect. 
Persons  interested  in  the  classification 
process  should  therefore  anticipate  that 
in  a  final  regulation  a  device  may  be 
placed  in  a  class  different  from  the  one 
originally  proposed.  This  possibility  was 
specifically  identified  in  the  proposed 
general  provisions  for  general  hospital 
and  personal  use  devices  (see  44  FR 
49844).  Persons  who  disagree  with  a 
final  classification  for  a  device  may 
petition  for  reclassification  of  the  device 
under  Subpart  C  of  Part  860  (21  CFR  Part 
860). 

Changes  in  Device  Advisory  Committee 
Names 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels,  and  then 
reestablished  them  with  new  names  and 
a  new  structure.  FDA  published  notices 
of  these  changes  in  the  Federal  Register 
of  May  19, 1978  (43  FR  21666,  21667,  and 
21668)  and  May  26, 1978  (43  FR  22672 
and  22673).  The  General  Hospital  and 


Disposition 
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Personal  Use  Device  Classification 
Panel  was  terminated,  and  its  functions 
are  now  conducted  by  Qie  General 
Hospital  and  Personal  Use  Device 
Section  of  the  General  Medical  Devices 
Panel. 


Classification  Regulations  Published  to 
Date 

The  following  table  shows  the  current 
structure  of  the  advisory  committees 
involved  with  the  classification  of 
medical  devices  and  a  list  of  all 
proposed  and  final  classification 
regulations  published  to  date: 


Panel/section  name 


Publication  date  in  Federal  Register 


Circulatory  Systems  Devices  Panel . .  March  9.  1979.  44  FR  13284-13434  (proposals);  February  5.  1980,  45  FR 

7904-7971  (final  regulations). 

Clinical  Chemistry  and  Hematology  Devices 
Panel: 

Clinical  Chemistry  Device  Section . . . 

Clinical  Toiocoiogy  Device  Section . 

Hematology  and  Pathology  Device  Section _  September  11.  1979,  44  FR  52950-53063  (proposals),  September  12.  1980, 

45  FR  60576-60651  (final  regulations) 

General  Medical  Devices  Panel: 

General  Hospital  and  Personal  Use  Device  August  24.  1979.  44  FR  49844-49954  (proposals) 

Section. 

Gastroenterology-Urology  Device  Section . 

Immunology  and  Microbiology  Devices  Panel: 

Immunology  Device  Section . .  April  22,  1980,  45  FR  27204-27359  (proposals) 

Microbiology  Device  Section . .  April  22,  1980,  45  FR  27204-27359  (proposals). 

Obstetrics-Gynecology  and  Radiologic  Device 

Panel:  • 

Obstetrics-Gynecology  Device  Section -  April  3.  1979,  44  FR  19894-19971  (proposals);  February  26.  1980,  45  FR 

12682-12720  (final  regulations). 

Radiology  Device  Section . . 

Ophthalmic.  Ear,  Nose,  and  Throat;  and  Dental 
Devices  Panel: 

Ophthalmic  Device  Section . . . . . 

Ear,  Nose,  and  Throat  Device  Section _ _ 

Dental  Device  Section . 

Respiratory  and  Nervous  System  Devices  Panel: 

Anesthesiology  Device  Section _ _  November  2,  1979,  44  FR  63292-63426  (proposals). 

Neurological  Device  Section - -  November  28,  1978,  43  FR  54640-55732  (proposals).  September  4.  1979, 

44  FR  51726-51778  (final  regulations). 

Surgical  and  Rehabilitation  Devices  Panel: 

Physical  Medicine  Device  Section _  August  28,  1979,  44  FR  50458-50537  (proposals). 

Orthopedic  Device  Section . . 

General  arid  Plastic  Surgery  Device  Section  ... 


List  of  General  Hospital  and  Personal  Use  Devices 

The  following  is  a  list  of  general  hospital  and  personal  use  devices  being 
classified  in  final  regulations  published  elsewhere  in  this  issue  of  the  Federal 
Register.  The  list  shows  the  section  in  the  Code  of  Federal  Regulations  under 
which  the  regulation  classifying  the  device  is  being  codified,  the  docket  number  of 
the  classification  regulation,  and  the  classification  of  each  device. 

Subpart  C— General  Hospital  and  Personal  Use  Monitoring  Devlcee 


Section  Device  Docket  No.  Class 


880.2200 . — . .  Liquid  crystal  forehead  temperature  strip . ’ _ 

880  2400 - - -  Bed-patient  monitor . . 

830  2420 -  Bectronic  monitor  for  gravity  flow  infusion  systems . . . . 

880.2440 -  Neonatal  ventilatory  effort  monitor  (apnea  detector) . 

880.2460 -  Electrically  powered  spinal  fluid  pressure  monitor _ _ 

860  2500 . — . .  Spinal  fluid  manometer . . . . 

680  2700 -  Stand-on  patient  scale . . . . 

880.2720 . . . . . . . .  Patient  scale  . . . . . . 

830  2740 . .  Surgical  sponge  scale . . . . . . 

880  2800 -  Sterilization  process  indicator _ _ _ _ 

680  2900 - -  Ckmcal  color  change  thermometer _ -. _ _ 

880  2910 . . .  Clinical  electronic  thermometer . . 

880.2920 .  Clinical  mercury  thermometer _ _ 


78N-1268 

78N-1269 

78N-1270 

78N-1271 

78N-1272 

78N-1273 

78N-1274 

7BN-1275 

78N-1276 

78N-1277 

78N-1279 

76N-1280 

78N-1281 
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Subparts  D  and  E— (Reserved] 

Subpart  F— General  Hospital  and  Personal  Use  Therapeutic  Devices 


Section 

Device 

Docket  No. 

880.5025 . 

78N-1284 

880.5045 . 

78N-1285 

880.5075 . 

78N-1287 

78N-1288 

880  5100 . 

78N-1289 

880.5110 . 

78N-1290 

880.5120 . 

78N-1291 

880.5130 . 

78N-1292 

880.5140 . 

78N-1293 

880.5150 . 

78N-1294 

880.5160 . 

78N-1295 

880.51 80 . 

78N-1297 

880.5200 . 

78N-1298 

880.5210 . 

78N-1299 

78N-1301 

8805270 . 

78N-1302 

880.5300 . 

78N-1303 

78N-1306 

880  5410 . 

78N-1307 

880.5420 . 

78N-1380 

880  5430 . 

78N-1308 

880.5440 . 

78N-1309 

880.5450 . 

78N-1310 

880.5475 . 

78N-1311 

880.5500 . 

78N-1312 

880.5510 . 

78N-1313 

880.5550 . 

78N-1314 

880.5560 . 

78N-1315 

880.5570 . 

78N-1316 

880  5630 . 

78N-1317 

78N-1310 

880.5680 . 

70N-1319 

880.5700 . 

78N-1320 

880.5725 . 

78N-1321 

880.5740 . 

78N-1381 

880.5760 . 

78N-1382 

880.5780 . 

78N-1322 

880.5820 . 

78N-1324 

880.5860 . 

78N-1325 

880.5950 . 

.  Umbilical  occlusion  device . 

78N-1329 

Class 


II 

It 


H 


III 

II 


II 

II 

I 

II 
II 
II 
II 
II 

I 

II 
II 
II 
I 
I 

I 

II 

II 
I 

III 
I.U 

I 

II 
I 


Subpart  G— General  Hospital  and  Personal  Use  Miscellaneous' Devices 

880.6025 . 
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680.6980 .... 
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1 

Patient  Information 

FDA  is  considering  requiring  the 
development  and  dissemination  of 
information  for  patients  and  consumers 
about  the  uses,  benefits,  and  risks  of 
medical  devices.  For  example,  patient 
information  has  already  been  required 
by  FDA  for  intrauterine  devices  and 
hearing  aids.  In  addition,  the  Bureau  of 
Radiological  Health  is  conducting  a 
consumer  education  program  on  x-rays 
that  includes  posters  on  the  effects  of 
radiation  during  pregnancy  and  the 
distribution  of  x-ray  record  cards. 

FDA  believes  that  patient  information 
is  needed  if:  (1)  There  is  a  choice  among 
alternatives  of  which  the  patient  should 
be  aware;  (2)  There  are  substantial  risks 
or  discomforts  associated  with  the  • 
product;  (3)  The  cost  of  the  product  is 
significant;  (4)  There  is  a  need  for  the 
patient  to  strictly  adhere  to  a  specific 
treatment  regimen;  and  (5)  There  is 
substantial  public  or  professional 
controversy  about  the  device  or  its 
related  procedures. 

FDA  can  require  that  manufacturers 
make  medical  device  information 
available  to  providers  for  their  use  and 
the  use  of  their  patients  through  the 
premarket  approval  or  standards  setting 
processes  as  well  as  the  general  control 
provisions  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act.  The  mechanisms 
available  to  FDA  to  provide  patient 
information  for  devices  include;  (1) 
Labeling  for  restricted  and  nonrestricted 
devices;  (2)  Patient  and  provider 
information;  and  (3)  Consumer  and 
patient  education  programs. 

FDA  has  tentatively  identified  several 
general  hospital  and  personal  use 
devices  for  which  patient  information 
may  be  required.  Other  general  hospital 
and  personal  use  devices  may  be 
identified  in  the  future,  after  the  criteria 
for  selection  of  devices  needing  patient 
information  have  been  further  refined. 
The  devices  that  have  been  identified  so 
far  are  listed  below: 


Device 

Docket 

No. 

1.  Liquid  crystal  forehead  temperature  strip . 

2.  Ventilatory  effort  monitor  (apnea  detector  for 

home  u6e) _ _ — _ _ — . 

78N-1268 

78N-1271 

78N-1291 

4.  Nonetectrically  powered  fluid  injector  (for 
home  use) . 

78N-1308 

78N-1321 

78N-1381 

7.  Chemical  cold  pack  snakebite  kit . 

8.  Neonatal  phototherapy  unit . 

78N-1382 

78N-1320 

Federal  Register  /  Vol.  45,  No.  205  /  Tuesday.  October  21,  1980  /  Rules  and  Regulations 


Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
amends  Chapter  I  of  Title  21  of  the  Code 
of  Federal  Regulations  by  adding  new 
Part  880,  Subpart  A,  to  read  as  follows: 

PART  880— GENERAL  HOSPITAL  AND 
PERSONAL  USE  DEVICES 

Subpart  A — General  Provisions 

Sec. 

880.1  Scope. 

Authority:  Secs.  513,  and  701(a),  52  Stat. 
1055,  90  Stat.  540-546  (21  U.S.C.  360c.  and 
371(a)). 

Subpart  A— General  Provisions 

§  880.1  Scope. 

(a)  This  part  sets  forth  the 
classification  of  general  hospital  and 
personal  use  devices  intended  for 
human  use. 

(b)  The  identification  of  a  device  in  a 
regulation  in  this  part  is  not  a  precise 
description  of  every  device  that  is,  or 
will  be,  subject  to  die  regulation.  A 
manufacturer  who  submits  a  premarket 
notification  submission  for  a  device 
under  Part  807  may  not  show  merely 
that  the  device  is  accurately  described 
by  the  section  title  and  identification 
provision  of  a  regulation,  but  shall  state 
why  the  device  is  substantially 
equivalent  to  other  devices  as  required 
by  §  807.87. 

(c)  To  avoid  duplicative  listings,  a 
general  hospital  and  personal  use  device 
that  has  two  more  types  of  uses  (e.g., 
used  both  as  a  diagnostic  device  and  as 
a  therapeutic  device),  is  listed  in  the 
subpart  representing  one  use  of  the 
device,  rather  than  in  two  or  more 
subparts. 

(d)  References  in  this  part  to 
regulatory  sections  of  the  Code  of 
Federal  Regulations  are  to  Chapter  I  of 
Title  21  unless  otherwise  noted. 

Effective  date.  This  regulation  is  effective 
November  20, 1980. 

(Secs.  513.  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-31540  Filed  10-20-80: 8:45  amj 
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21  CFR  Part  880 

[Docket  No.  78N-1268] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Liquid 
Crystal  Forehead  Temperature  Strips 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  liquid  crystal  forehead 
temperature  strips  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
.the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49852)  a 
proposed  regulation  to  classify  liquid 
crystal  forehead  temperature  strips  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA.  No  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 


26, 1978  (43  FR  22872  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-548  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  by  adding  new 
Subpart  C  and  new  §  880.2200,  to  read 
as  follows: 

Subpart  C — General  Hospital  and 
Personal  Use  Monitoring  Devices 

§  880.2200  Liquid  crystal  forehead 
temperature  strip. 

(a)  Identification.  A  liquid  crystal 
forehead  temperature  strip  is  a  device 
applied  to  the  forehead  that  is  used  to 
indicate  the  presence  or  absence  of 
fever,  or  to  monitor  body  temperature 
changes.  The  device  displays  the  color 
changes  of  heat  sensitive  liquid  crystals 
corresponding  to  the  variation  in  the 
surface  temperature  of  the  skin.  The 
liquid  crystals,  which  are  cholesteric 
esters,  are  sealed  in  plastic. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31541  Filed  10-20-80: 8:45  am| 
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21  CFR  Part  880 
[Docket  No.  78N-1269] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Bed-Patient 
Monitors 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  bed-patient  monitors 
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into  class  I  (general  controls).  The  effect 
of  classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49854)  a 
proposed  regulation  to  classify  bed- 
palient  monitors  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May  * 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  C  by 
adding  new  §  880.2400,  to  read  as 
follows: 


§  880.2400  Bed-patient  monitor. 

(a)  Identification.  A  bed-patient 
monitor  is  a  battery-powered  device 
placed  under  a  mattress  and  used  to 
indicate  by  an  alarm  or  other  signal 
when  a  patient  attempts  to  leave  the 
bed. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31542  Filed  10-20-80;  8:45  am] 
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21  CFR  Part  880 

[Docket  No.  78N-1270] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Electronic 
Monitors  for  Gravity  Flow  Infusion 
Systems 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  electronic  monitors  for 
gravity  flow  infusion  systems  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49044),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 


Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49855)  a 
proposed  regulation  to  classify 
electronic  monitors  for  gravity  flow 
infusion  systems  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  devioe 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (Secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  C  by 
adding  new  §  880.2420,  to  read  as 
follows: 

§  880.2420  Electronic  monitor  for  gravity 
flow  infusion  systems. 

(a)  Identification.  An  electronic 
monitor  for  gravity  flow  infusion 
systems  is  a  device  used  to  monitor  the 
amount  of  fluid  being  infused  into  a 
patient.  The  device  consists  of  an 
electronic  transducer  and  equipment  for 
signal  amplification,  conditioning,  and 
display. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Anting  Associate  Commissioner  for 
Regulatory  A  ffoirs. 

|PR  Doc.  8»-«6«  Filed  W-3S-86:  (MS  .tra( 
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21  CFR  Part  880 
[Docket  No.  78N-1271] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Neonatal 
Ventilatory  Effort  Monitors  (APNEA 
Detectors) 

AGENCY:  Food  .and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  neonatal  ventilatory 
effort  monitors  (apnea  detectors)  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49856)  a 
proposed  regulation  to  classify  neonatal 
ventilatory  effort  monitors  (apnea 
detectors)  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  clarify  its 
use.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
28, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 


advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  C  by 
adding  new  §  880.2440,  to  read  as 
follows: 

§  880.2440  Neonatal  ventilatory  effort 
monitor  (apnea  detector). 

(a)  Identification.  A  neonatal 
ventilatory  effort  monitor  (apnea 
detector)  is  a  device  that  monitors  the 
ventilatory  efforts  (body  movements 
necessary  to  move  or  attempt  to  move 
air  in  and  out  of  the  lungs)  of  an  infant 
by  a  health  care  provider  by  means  of  a 
motion  sensitive  transducer,  a  change  of 
thoracic  impedance,  or  other  suitable 
means.  An  abnormal  pause  in  breathing 
efforts  may  be  detected  by  the  device, 
which  activates  an  alarm.  The  device 
may  include  movement  transducers, 
thoracic  impedance  electrodes,  and 
electronic  signal  amplification, 
conditioning,  and  display  equipment. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31544  Filed  10-20-80;  8:45  am) 
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21  CFR  Part  880 

[Docket  No.  78N-1272] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Electrically 
Powered  Spinal  Fluid  Pressure 
Monitors 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  electrically  powered 
spinal  fluid  pressure  monitors  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 


under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  49857)  a  proposed 
regulation  to  classify  AC-powered 
spinal  fluid  pressure  monitors  into  class 
II  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  comments  to  FDA.  No 
comments  have  been  received  regarding 
the  proposed  regulation  to  classify  this 
device.  However,  the  agency  has  made 
minor  changes  in  the  name  and  the 
identification  of  the  device  to  clarify  the 
range  of  devices  included  in  the  generic 
class  covered  by  this  rule.  Accordingly, 
the  proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  C  by 
adding  new  §  880.2460,  to  read  as 
follows: 

§  880.2460  Electrically  powered  spinal 
fluid  pressure  monitor. 

(a)  Identification.  An  electrically 
powered  spinal  fluid  pressure  monitor  is 
an  electrically  powered  device  used  to 
measure  spinal  fluid  pressure  by  the  use 
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of  a  transducer  which  converts  spinal 
fluid  pressure  into  an  electrical  signal. 
The  device  includes  signal  amplification, 
conditioning,  and  display  equipment. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  f fairs. 

|FR  Doc.  80-31545  Filed  10-20-80;  8:45  am) 
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21  CFR  Part  880 
[Docket  No.  78N-1273] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Spinal  Fluid 
Manometers 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issing  a  final 
rule  classifying  spinal  fluid  manometers 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49858)  a 
proposed  regulation  to  classify  spinal 
fluid  pressure  manometers  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 


agency  has  made  minor  changes  in  the 
name  and  identification  of  the  device  to 
eliminate  redundancy.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  C  by 
adding  new  §  880.2500,  to  read  as 
follows: 

§  880.2500  Spinal  fluid  manometer. 

(a)  Identification.  A  spinal  fluid 
manometer  is  a  device  used  to  measure 
spinal  fluid  pressure.  The  device  uses  a 
hollow  needle,  which  is  inserted  into  the 
spinal  column  fluid  space,  to  connect  the 
spinal  fluid  to  a  graduated  column  so 
that  the  pressure  can  be  measured  by 
reading  the  height  of  the  fluid. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31546  Filed  10-20-80;  8:45  am| 
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21  CFR  Part  880 
l Docket  No.  78N-1274] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Stand-On 
Patient  Scales 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  stand-on  patient  scales 
into  class  I  (general  controls)  and 
exempting  manufacturers  of  the  device 
from  premarket  notification  procedures 


and  certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49859)  a 
proposed  regulation  to  classify  stand-on 
patient  scales  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  clarify 
that  the  rule  applies  to  only  those 
devices  that  are  intended  for  medical 
purposes.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs,  Part 
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880  is  amended  in  Subpart  C  by  adding 
new  §  880.2709,  to  read  as  follows: 

§  880.2700  Stand-on  patient  scale. 

(a)  Identification.  A  stand-on  patient 
scale  is  a  device  intended  for  medical 
purposes  that  is  used  to  weigh  a  patient 
who  is  able  to  stand  on  the  scale 
platform. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-31547  Filed  10-20-80:  8:45  am| 
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21  CFR  Part  880 
[Docket  No.  78N-1275] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Patient 
Scales 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  mechanical  and  battery 
powered  patient  scales  into  class  I 
(general  controls)  and  AC-powered 
patient  scales  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATES:  November  20, 1980. 
FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 


development  of  the'proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49860)  a 
proposed  regulation  to  classify  patient 
scales  into  class  I  (general  controls)  for 
mechanical  patient  scales  and  class  II 
(performance  standards)  for  AC- 
powered  patient  scales.  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  clarify 
that  the  rule  applies  to  only  those 
devices  that  are  intended  for  medical 
purposes  and  also  that  the  rule  applies 
to  battery  powered  patient  scales 
intended  for  medical  purposes. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  these  changes. 

On  April  28. 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  C  by 
adding  new  §  880.2720,  to  read  as 
follows: 

§  880.2720  Patient  scale. 

(a)  Identification.  A  patient  scale  is  a 
device  intended  for  medical  purposes 
that  is  used  to  measure  the  weight  of  a 
patient  who  cannot  stand  on  a  scale. 
This  generic  device  includes  devices 
placed  under  a  bed  or  chair  to  weigh 
both  the  support  and  the  patient, 
devices  where  the  patient  is  lifted  by  a 
sling  from  a  bed  to  be  weighed,  and 
devices  where  the  patient  is  placed  on 
the  scale  platform  to  be  weighed.  The 
device  may  be  mechanical,  battery 
powered,  or  AC-powered  and  may 


include  transducers,  electronic  signal 
amplification,  conditioning  and  display 
equipment. 

(b)  Classification.  (1)  Class  I  (general 
controls)  fpr  a  mechanical  or  battery 
powered  patient  scale. 

(2)  Class  II  (performance  standards) 
for  an  AC-powered  patient  scale. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-31548  Filed  10-20-80:  8:45  am| 
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21  CFR  Part  880 
[Docket  No.  78N-1276] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Surgical 
Sponge  Scales 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  surgical  sponge  scales 
into  class  I  (general  controls)  and 
exempting  manufacturers  of  the  device 
from  premarket  notification  procedures 
and  certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49861)  a 
proposed  regulation  to  classify  surgical 
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sponge  scales  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  C  by 
adding  new  §  880.2740,  to  read  as 
follows: 

§  880.2740  Surgical  sponge  scale. 

(a)  Identification.  A  surgical  sponge 
scale  is  a  nonelectrically  powered 
device  used  to  weigh  surgical  sponges 
that  have  been  used  to  absorb  blood 
during  surgery  so  that,  by  comparison 
with  the  known  dry  weight  of  the 
sponges,  an  estimate  may  be  made  of 
the  blood  lost  by  the  patient  during 
surgery. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc  80-31549  Filed  10-20-80:  8:45  am| 
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21  CFR  Part  880 
[Docket  No.  78N-1277) 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Sterilization 
Process  Indicators 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  sterilization  process 
indicators  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49862)  a 
proposed  regulation  to  classify 
sterilization  indicators  into  class  II 
(performance  s(andards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

Ten  comments  were  received.  The 
following  is  a  summary  of  the  comments 
and  the  agency’s  responses  to  them: 

1.  A  comment  disagreed  that 
sterilization  indicators  be  classified  into 
class  II.  The  comment  suggested  that 
this  device  be  classified  into  class  I  and 
be  exempt  from  premarket  notification 
and  the  good  manufacturing  practices 
regulation  (GMP’s).  The  comment  stated 
that  the  application  of  the  GMP 
regulation  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 

FDA  believes  that  sterilization 
indicators  (sterilization  process 
indicators)  are  properly  classified  into 
class  II,  for  the  reasons  given  in  the 
proposal.  The  comment  did  not  submit 
any  additional  data  or  information  that 
were  not  considered  by  the  agency 
before  publishing  the  proposal  to 


classify  sterilization  indicators  into 
class  II.  Therefore,  the  agency  disagrees 
with  this  comment. 

2.  Six  comments  objected  to  the 
treatment  of  biological  sterilization 
indicators  and  physical/chemical 
sterilization  indicators  as  a  single 
generic  category  and  recommended  that 
each  type  of  indicator  be  placed  in  a 
separate  category.  Eight  comments 
objected  to  the  proposed  name  and 
identification  of  sterilization  indicators. 
The  comments  stated  that  these  devices 
are  not  indicators  of  sterility.  The 
comments  suggested  several  names  and 
identifications  for  these  devices. 

FDA  does  not  believe  that  it  is 
necessary  to  have  two  separate 
classification  regulations  for  the  two 
types  of  sterilization  indicators.  The 
agency  has  decided  to  change  the  name 
of  this  device  from  “sterilization 
indicators"  to  “sterilization  process 
indicators.”  The  agency  agrees  with  the 
comment  to  identify  separately 
biological  sterilization  process 
indicators  and  physical/chemical 
sterilization  process  indicators  but 
concludes  this  can  be  done  within  one 
regulation. 

3.  One  comment  argued  that 
sterilization  indicators  are  not  medical 
devices  because  these  products  are 
manufacturing  tools  used  in  the 
industrial  process  of  obtaining  a 
finished  device  and  they  do  not  meet  the 
definition  of  “device.” 

FDA  agrees  that  sterilization 
indicators  (sterilization  process 
indicators)  used  by  manufacturers  in  the 
manufacture  of  sterile  devices  are  not 
considered  to  be  for  medical  purposes 
and  thus  are  not  accessories  to  medical 
devices.  However,  sterilization  process 
indicators  used  by  health  care 
providers,  such  as  hospitals,  are 
considered  to  be  for  medical  purposes 
and  thus  are  accessories  to  medical 
devices  and  therefore  are  themselves 
medical  devices  under  section  201(h)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  321(h)).  Therefore,  FDA 
has  made  changes  in  the  identification 
to  clarify  that  this  rule  applies  to  only 
sterilization  process  indicators  used  by 
health  care  providers.  Accordingly,  the 
proposed  regulation  to  classify  this 
device  is  being  adopted  with  these 
changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
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advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 

Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  C  by 
adding  new  §  880.2800,  to  read  as 
follows: 

§  880.2800  Sterilization  process  indicator. 

(a)  Biological  sterilization  process 
indicator — (1)  Identification.  A 
biological  sterilization  process  indicator 
is  a  device  intended  for  use  by  a  health 
care  provider  to  accompany  products 
being  sterilized  through  a  sterilization 
procedure  and  to  monitor  adequacy  of 
sterilization.  The  device  consists  of  a 
known  number  of  microorganisms,  of 
known  resistance  to  the  mode  of 
sterilization,  in  or  on  a  carrier  and 
enclosed  in  a  protective  package. 
Subsequent  growth  or  failure  of  the 
microorganisms  to  grow  under  suitable 
conditions  indicates  the  adequacy  of 
sterilization. 

(2)  Classification.  Class  II 
(performance  standards). 

(b)  Physical/chemical  sterilization 
process  indicator — (1)  Identification.  A 
physical/chemical  sterilization  process 
indicator  is  a  device  intended  for  use  by 
a  health  care  provider  to  accompany 
products  being  sterilized  through  a 
sterilization  procedure  and  to  monitor 
one  or  more  parameters  of  the 
sterilization  process.  The  adequacy  of 
the  sterilization  conditions  as  measured 
by  these  parameters  is  indicated  by  a 
visible  change  in  the  device. 

(2)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-31550  Filed  10-20-80  8:46  am| 
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21  CFR  Part  880 

(Docket  No.  76N-1279J 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Clinical 
Color  Change  Thermometers 

AGENCY:  Food  and  Drug  Administration. 


action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  clinical  color  change 
thermometers  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 

This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49863)  a 
proposed  regulation  to  classify  clinical 
color  change  thermometers  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the  - 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  clarify  the 
operating  principle  of  the  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978  • 

(43  FR  21666,  21667,  and  21668)  and  May 
26. 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 


amending  Part  880  in  Subpart  C  by 
adding  new  §  880.2900,  to  read  as 
follows: 

§  880.2900  Clinical  color  change 
thermometer. 

(a)  Identification.  A  clinical  color 
change  thermometer  is  a  disposable 
device  used  to  measure  a  patient's  oral, 
rectal,  or  axillary  (armpit)  body 
temperature.  The  device  records  body 
temperature  by  use  of  heat  sensitive 
chemicals  which  are  sealed  at  the  end  of 
a  plastic  or  metal  strip.  Body  heat 
causes  a  stable  color  change  in  the  heat 
sensitive  chemicals. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat. 
540-546  (21  U.S.C.  360c.  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31551  Filed  10-20-80;  8:45  am] 
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21  CFR  Part  880 

[Docket  No.  78N-1280J 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Clinical 
Electronic  Thermometers 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  clinical  electronic 
thermometers  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
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(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49864)  a 
proposed  regulation  to  classify  clinical 
electronic  thermometers  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

Two  comments  were  received.  Both 
comments  agreed  with  the  proposal  to 
classify  clinical  electronic  thermometers 
into  class  II,  and  both  comments  made 
remarks  pertinent  to  the  development  of 
performance  standards  for  these 
devices. 

FDA  appreciates  the  concern 
expressed  in  these  comments  about  the 
development  of  performance  standards 
for  this  device.  At  a  future  date,  the 
agency  will  initiate  proceedings  to  adopt 
performance  standards  for  this  device, 
as  well  as  for  other  devices  that  are 
classified  into  class  II.  At  that  time,  the 
agency  will  publish  an  appropriate 
notice  in  the  Federal  Register  seeking 
comments  on  that  proceeding. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  549-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  the  Commissioner  of  Food 
and  Drugs  (21  CFR  5.1),  Part  880  is 
amended  in  Subpart  C  by  adding  new 
§  880.2910,  to  read  as  follows: 

§  880.2910  Clinical  electronic 
thermometer. 

(a)  Identification.  A  clinical  electronic 
thermometer  is  a  device  used  to 
measure  the  body  temperature  of  a 
patient  by  means  of  a  transducer 
coupled  with  an  electronic  signal 
amplification,  conditioning,  and  display 
unit.  The  transducer  may  be  in  a 
detachable  probe  with  or  without  a 
disposable  cover. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 


(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31552  Filed  10-20-80;  8:45  am| 
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21  CFR  Part  880 

(Docket  No.  78N-1281] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Clinical 
Mercury  Thermometers 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  clinical  mercury 
thermometers  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the  . 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49865)  a 
proposed  regulation  to  classify  clinical 
mercury  thermometers  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

One  comment  was  received  which 
identified  several  risks  to  health  not 
discussed  in  the  proposal.  The  risks 
identified  were  due  to  misuse  of  the 
device  and  improper  cleaning  of  the 
device.  As  stated  in  the  preamble  to  the 
proposed  general  provisions  for  general 
hospital  and  personal  use  devices  (44  FR 
49844),  the  agency  recognizes  that  not  all 
possible  risks  to  health  are  identified  in 
the  classification  recommendations  and 


the  proposed  FDA  regulations.  Future 
regulations  establishing  performance 
standards  under  section  514  of  the  act 
(21  U.S.C.  360)  may  identify  other  risks 
to  health  that  are  to  be  addressed  by 
FDA  requirements  in  addition  to  those 
identified  in  the  Panel  recommendation 
and  classification  regulations. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  only  a  minor 
clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-543  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  C  by 
adding  new  §  880.2920.  to  read  as 
follows: 

§  880.2920  Clinical  mercury  thermometer. 

(a)  Identification.  A  clinical  mercury 
thermometer  is  a  device  used  to 
measure  oral,  rectal,  or  axillary  (armpit) 
body  temperature  using  the  thermal 
expansion  of  mercury. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-31553  Filed  10-20-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-1284] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  I.V. 
Containers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
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rule  classifying  I.V.  containers  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49866)  a 
proposed  regulation  to  clasify  I.V. 
containers  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  clarify 
clear  that  the  rule  also  applies  to 
containers  made  of  plastic  or  glass  that 
are  intended  to  be  used  for  holding 
fluids  for  intravascular  infusion. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  this  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  by  adding  new 


Subpart  F  and  new  §  880.5025,  to  read  as 
follows: 

Subpart  F—  General  Hospital  and 
Personal  Use  Therapeutic  Devices 

§  880.5025  I.V.  container. 

(a)  Identification.  An  I.V.  container  is 
a  container  made  of  plastic  or  glass  used 
to  hold  a  fluid  mixture  to  be 
administered  to  a  patient  through  an 
intravascular  administration  set. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31554  Filed  10-20-80:  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 
[Docket  No.  78N-1285] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Medical 
Recirculating  Air  Cleaners 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  medical  recirculating  air 
cleaners  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49867)  a 


proposed  regulation  to  classify 
recirculating  air  cleaners  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

1.  A  comment  disagreed  with  the  risks 
to  health  cited  by  the  Panel  and 
submitted  that  a  standard  for 
recirculating  air  cleaners  was  not 
necessary  and  that  the  device  should  be 
classified  into  class  I.  The  comment 
further  stated  that  the  risk  of  ineffective 
particle  removal  could  be  addressed  by 
labeling,  that  the  risk  of  bums  and 
electric  shock  from  contact  with  the 
device  was  no  greater  than  other 
common  appliances  such  as  table  lamps, 
and  that  the  Panel  concern  about  ozone 
toxicity  was  already  addressed  by  an 
FDA  regulation  (21  CFR  801.415). 

The  agency  disagrees  with  the 
comment  that  the  device  be  classified 
into  class  I  and  that  the  risk  of 
ineffective  particle  removal  can  be 
addressed  by  labeling.  FDA  believes 
that  a  standard  is  needed  to  assure  the 
effectiveness  of  the  device.  A  standard 
is  also  necessary -to  protect  against 
electrical  shock  and  unnecessary 
electric  arcing  with  subsequent  ozone 
production  and  to  avoid  burns  should  a 
patient  or  attendant  personnel  contact 
an  inadequately  designed  or  constructed 
unit.  Like  FDA,  the  Panel  believed  that 
general  controls  would  not  provide 
adequate  control  of  these  potential 
hazards  and  that  a  performance 
standard  is  necessary  for  this  device.  If 
a  standard  addressing  the  risks  to  health 
presented  by  this  device  is  now  in 
existence  or  is  developed  in  the  future, 
the  agency  will  consider  adopting  it 
rather  than  developing  a  separate  FDA 
standard. 

2.  Two  comments  were  concerned  that 
the  rule  might  apply  to  recirculating  air 
cleaners  that  are  not  used  for  medical 
purposes. 

FDA  agrees  with  this  comment  and 
has  made  minor  changes  in  the  name 
and  identification  to  make  it  clear  that 
the  rule  applies  only  to  those  devices 
that  are  intended  to  be  used  for  medical 
purposes.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  this 
change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
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published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  62  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5045,  to  read  as 
follows: 

§  880.5045  Medical  recirculating  air 
cleaner. 

(a)  Identification.  A  medical 
recirculating  air  cleaner  is  a  device  used 
to  remove  particles  from  the  air  for 
medical  purposes.  The  device  may 
function  by  electrostatic  precipitation  or 
filtration. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  31555  Filed  10-20-60;  8:45  am| 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 
[Docket  No.  78N-1287] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Elastic 
Bandages 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  elastic  bandages  into 
class  I  (general  controls)  and  exempting 
manufacturers  of  the  device  from 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  Controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 


August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49869)  a 
proposed  regulation  to  classify  elastic 
bandages  into  class  I  (general  controls). 

A  period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

Two  comments  were  received.  The 
comments  agreed  with  the  proposed 
classification  and  proposed  exemption 
for  elastic  bandages.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  editorial  change. 

The  agency  has  determined  that 
compliance  with  the  GMP  regulation, 
except  for  §  820.180  (general 
requirements  concerning  records)  and 
§  820.198  (complaint  files),  is  not 
required  to  assure  that  elastic  bandages 
will  be  safe  and  effective  and  otherwise 
in  compliance  with  the  act.  The  agency 
has  based  its  determination  on  available 
information  about  current  practices  used 
in  the  manufacture  of  the  device  and 
user  experience  with  the  device.  The 
agency  is  not  exempting  manufacturers 
of  elastic  bandages  from  the 
requirements  of  §§  820.180  or  820.198 
because  it  has  determined  that 
compliance  with  these  sections  is  in  the 
public  interest  and  will  be  unduly 
burdensome  for  device  manufacturers. 

There  are  two  procedures  by  which 
'  FDA  may  exempt  a  manufacturer  of  a 
device  from  complying  with  any  or  all  of 
the  requirements  of  the  GMP  regulation. 
First,  a  manufacturer  of  a  device  subject 
to  any  requirement  under  the  GMP 
regulation  may  petition  the  agency 
pursuant  to  section  520(f)(2)(A)  of  the 
act  (21  U.S.C.  360j(f)(2)(A))  for  an 
exemption  or  variance  from  the 
requirement.  An  exemption  granted  in 
response  to  such  a  petition  applies  only 
to  the  manufacturer  who  submitted  the 
petition.  Second,  in  classifying  a  medical 
device  into  class  I  under  section  513  of 
the  act  (21  U.S.C.  360c),  the  agency  may 
determine  that  certain  of  the 
requirements  of  the  GMP  regulation 
shall  not  apply  to  the  device.  In  that 
instance,  the  exemption  applies  to  all 
manufacturers  of  the  generic  type  of 
device  that  is  the  subject  of  the 
classification  regulation.  The  agency 
may  grant  an  exemption  under  either 
procedure  only  if  it  determines  that 


compliance  with  the  requirement  is  not 
necessary  to  assure  that  the  device  will 
be  safe  and  effective  and  otherwise  in 
compliance  with  the  act. 

The  agency  previously  granted  a 
manufacturer’s  petition  (79P-0292)  for 
exemption  of  its  "wraparound  wrist 
brace"  from  the  requirement  of  the  GMP 
regulation,  except  §  820.180  (general 
requirements  concerning  records)  and 
§  820.198  (complaint  files).  As  explained 
above,  that  exemption  applied  only  to 
the  petitioner.  In  this  regulation 
classifying  elastic  bandages,  FDA  is 
exempting  from  certain  sections  of  the 
GMP  regulation  all  manufacturers  of  this 
generic  type  of  device.  This  action  is 
consistent  with  the  agency’s  policies 
and  criteria  from  exemption  discussed 
in  the  preamble  to  the  proposed  general 
provisions  for  this  PartTpublished  in  the 
Federal  Register  of  August  24, 1979  (44 
FR  49844).  Additional  information 
regarding  the  procedures  for  petitioning 
for  exemptions  or  variances  from  the 
GMP  regulation  is  available,  as 
described  in  a  notice  published  in  the 
Federal  Register  of  January  18, 1980  (45 
FR  3671). 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5075,  to  read  as 
follows: 

§  880.5075  Elastic  bandage. 

(a)  Identification.  An  elastic  bandage 
is  a  device  consisting  of  either  a  long 
flat  strip  or  a  tube  of  elasticized  material 
that  is  used  to  support  and  compress  a 
part  of  a  patient’s  body. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  If  the  device  is  not 
labeled  or  otherwise  represented  as 
sterile,  it  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820,  with  the  exception  of  §  820.180, 
with  respect  to  general  requirements 


69692  Federal  Register  /  Vol.  45,  No.  205  /  Tuesday,  October  21,  1980  /  Rules  and  Regulations 


concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-31556  Filed  10-20-80;  8:46  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 
[Docket  No.  78N-1288] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Liquid 
Bandages 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  liquid  bandages  into 
class  I  (general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24. 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49870)  a 
proposed  regulation  to  classify  liquid 
bandages  into  class  I  (general  controls). 
A  period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  clarify 
that  the  rule  also  applies  to  those 
devices  that  contain  powder  and  liquid 
combinations.  Accordingly,  the 


proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes  - 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)),  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5090,  to  read  as 
follows: 

§  880.5090  Liquid  bandage. 

(a)  Identification.  A  liquid  bandage  is 
a  sterile  device  that  is  a  liquid, 
semiliquid,  or  powder  and  liquid 
combination  used  to  cover  an  opening  in 
the  skin  or  as  a  dressing  for  bums.  The 
device  is  also  used  as  a  topical  skin 
protectant. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall 
be  effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

«* Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31557  Filed  10-20-80:  8:45  am| 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-1289] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  AC-Powered 
Adjustable  Hospital  Beds 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  AC-powered  adjustable 
hospital  beds  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 


This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Classification  Device 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49871)  a 
proposed  regulation  to  classify  AC- 
powered  adjustable  hospital  beds  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5100,  to  read  as 
follows: 

§  880.5100  AC-powered  adjustable 
hospital  bed. 

(a)  Identification.  An  AC-powered 
adjustable  hospital  bed  is  a  device 
intended  for  medical  purposes  that 
consists  of  a  bed  with  a  built-in  electric 
motor  and  remote  controls  that  can  be 
operated  by  the  patient  to  adjust  the 
height  and  surface  contour  of  the  bed. 
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The  device  includes  movable  and 
latchable  side  rails. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31558  Filed  10-20-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-1290] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Hydraulic 
Adjustable  Hospital  Beds 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  hydraulic  adjustable 
hospital  beds  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49871)  a 
proposed  regulation  to  classify  hydraulic 
adjustable  hospital  beds  into  class  I 
{general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 


On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory'  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5110,  to  read  as 
follows: 

§  880.51 10  Hydraulic  adjustable  hospital 
bed. 

(a)  Identification.  A  hydraulic 
adjustable  hospital  bed  is  a  device 
intended  for  medical  purposes  that 
consists  of  a  bed  with  a  hydraulic 
mechanism  operated  by  an  attendant  to 
adjust  the  height  and  surface  contour  of 
the  bed.  The  device  includes  movable 
and  latchable  side  rails. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  31559  Filed  10-20-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 
[Docket  No.  78N-1291] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Manual 
Adjustable  Hospital  Beds 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  manual  adjustable 
hospital  beds  into  class  I  (general 
controls)  and  exempting  manufacturers 
of  the  device  from  certain  requirements 
of  the  good  manufacturing  practice 
regulation.  The  effect  of  this  rule  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 


devices,  except  for  certain  requirements 
of  the  good  manufacturing  practice 
regulation.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49872]  a 
proposed  regulation  to  classify  manual 
adjustable  hospital  beds  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22873).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5120,  to  read  as 
follows: 

§  880.5120  Manual  adjustable  hospital  bed. 

(a)  Identification.  A  manual 
adjustable  hospital  bed  is  a  device 
intended  for  medical  purposes  that 
consists  of  a  bed  with  a  manual 
mechanism  operated  by  an  attendant  to 
adjust  the  height  and  surface  contour  of 
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the  bed.  The  device  includes  movable 
and  latchable  side  rails. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 
§  820.180,  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198,  with  respect  to  complaint 
files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31560  Filed  10-20-80;  8:45  am) 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 

[Docket  No.  78N-1292] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Infant 
Radiant  Warmers 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  infant  radiant  warmers 
into  class  III  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  each  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each 
premarket  approval  application  must  be 
submitted  to  FDA  on  or  before  May  31, 
1983,  or  90  days  after  promulgation  of  a 
separate  regulation  requiring  premarket 
approval  of  the  device,  whichever 
occurs  later.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24. 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 


Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  thaf  issue 
of  the  Federal  Register  (44  FR  49873)  a 
proposed  regulation  to  classify  infant 
radiant  warmers  into  class  III 
(premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

A  comment  stated  that  infant  radiant 
warmers  should  be  classified  into  class 
II  (performance  standards)  rather  than 
class  III  (premarket  approval).  The 
comment  stated  that  the  device  has 
been  maintaining  skin  temperatures 
safely  and  effectively  for  the  past  10 
years.  The  comment  stated  that  many  of 
the  potential  hazards  mentioned  in  the 
proposal  are  either  covered  by  existing 
voluntary  standards  (e.g.,  electrical 
standards)  or  would  he  covered  by  the 
Association  for  the  Advancement  of 
Medical  Instrumentation  (AAMI)  draft 
standard  for  radiant  warmers.  With 
respect  to  the  risk  identified  by  the 
Panel  of  insensible  water  loss 
associated  with  the  use  of  infant  radiant 
warmers,  the  comment  stated  that  this 
risk  is  well  known  to  the  medical 
community  and  requires  medical 
management.  Users  could  be  informed 
of  the  risk  through  required  product 
labeling.  The  comment  disagreed  with 
the  proposal’s  statement  that 
insufficient  information  exists  to  assess 
the  possibility  of  eye  damage.  The 
comment  stated  that  the  Panel  reviewed 
a  study  which  found  no  eye  damage  up 
to  40  days  after  the  infant  is  removed 
from  the  radiant  warmer. 

FDA  disagrees  with  the  comment  that 
infant  radiant  warmers  should  be 
classified  into  class  II.  The  agency  is 
concerned  about  possible  long  term 
effects  of  infrared  radiation  on  the  skin 
and  eyes  of  infants.  The  agency  agrees 
that  short  term  studies  have  found  no 
eye  damage  to  the  infant  up  to  40  days 
after  removal  from  the  warmer.  The 
agency  also  agrees  that  most  of  the  risks 
to  health  presented  by  the  device  can  be 
addressed  by  labeling  or  by  a  standard 
as  suggested  by  the  comment.  However, 
the  agency  is  not  aware  of  any  data  of 
information  concerning  long  term  effects 
of  infrared  radiation  on  the  skin  and 
eyes  of  infants,  and  the  comment  did  not 
present  any  new  data  or  information 
which  were  not  considered  by  the 
agency  prior  to  publication  of  the 
proposal  to  classify  infant  radiant 
warmers  into  class  III.  The  agency  has 
decided  that  the  device  should  be 
classified  into  class  III  until  this  data  or 
information  is  available.  Accordingly, 
the  proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 


classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5130,  to  read  as 
follows: 

§  880.5130  Infant  radiant  wanner. 

(a)  Identification.  An  infant  radiant 
warmer  is  a  device  consisting  of  an 
infrared  heating  element  intended  to  be 
placed  over  an  infant  to  maintain  the 
infant’s  body  temperature  by  means  of 
radiant' heat.  The  device  may  also 
contain  a  temperature  monitoring 
sensor,  a  heat  output  control  mechanism 
and  an  alarm  to  alert  operators  of  the 
device’s  failure.  The  device  may  be 
placed  over  a  pediatric  hospital  bed  or  it 
may  be  built  into  the  bed  as  a  complete 
unit. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31561  Filed  10-20-80;  8:45  am) 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 
[Docket  No.  78N-1293] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Pediatric 
Hospital  Beds 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  pediatric  hospital  beds 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 


Federal  Register  /  Vol.  45,  No.  205  /  Tuesday,  October  21,  1980  /  Rules  and  Regulations  69695 


safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau, of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
Published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49875)  a 
proposed  regulation  to  classify  pediatric 
hospital  beds  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
-  classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5140,  to  read  as 
follows: 

§880.5140  Pediatric  hospital  bed. 

(a)  Identification.  A  pediatric  hospital 
bed  is  a  device  intended  for  medical 
purposes  that  consists  of  a  bed  or  crib 
designed  for  the  use  of  a  pediatric 
patient,  with  fixed  end  rails  and 
movable  and  latchable  side  rails.  The 
contour  of  the  bed  surface  may  be 
adjustable. 


(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-315672  Filed  10-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-1294] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Nonpowered 
Flotation  Therapy  Mattresses 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  nonpowered  flotation 
therapy  mattresses  into  class  I  (general 
controls)  and  exempting  manufacturers 
of  the  device  from  premarket 
notification  procedures  and  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  The  effect  of  this 
rule  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices,  except  for  the  premarket 
notification  procedures  and  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  This  action  is  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49876)  a 
proposed  regulation  to  classify 
nonpowered  flotation  therapy 
mattresses  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 


One  comment  was  received.  The 
comment  agreed  with  the  classification 
and  exemptions  set  forth  in  the 
proposed  regulation.  The  comment  also 
stated  that  there  are  mattresses  made  of 
foam  which  appear  to  be  functionally 
equivalent  to  mattresses  containing  air 
or  fluid  and  that  other  mattresses  with 
foam  and  metal  or  plastic  support 
structrues  could  be  functionally 
equivalent. 

FDA  agrees  with  the  comment  and  the 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  make  it 
clear  that  the'rule  applies  to  all 
nonpowered  flotation  therapy 
mattresses  for  medical  purposes  that  are 
designed  to  support  a  patient  and  avoid 
excess  pressure  on  local  body  areas. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  21668)  and  May  26, 
1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5150,  to  read  as 
follows: 

§  880.5150  Nonpowered  flotation  therapy 
mattress. 

(a)  Identification.  A  nonpowered 
flotation  therapy  mattress  is  a  mattress 
intended  for  medical  purposes  which 
contains  air,  fluid,  or  other  materials 
that  have  the  functionally  equivalent 
effect  of  supporting  a  patient  and 
avoiding  excess  pressure  on  local  body 
areas.  The  device  is  intended  to  treat  or 
prevent  decubitus  ulcers  (bed  sores). 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 
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Dated:  September  17, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31563  Filed  10-20-80:  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  76N-1295] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Therapeutic 
Medical  Binders 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  therapeutic  medical 
binders  into  class  I  (general  controls) 
and  exempting  manufacturers  of  the 
device  from  premarket  notification 
procedures  and  certain  requirements  of 
the  good  manufacturing  practice 
regulation.  The  effect  of  this  rule  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices,  except  for  the  premarket 
notification  procedures  and  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  This  action  is  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301^27-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24. 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Lise  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49877)  a 
proposed  regulation  to  classify 
therapeutic  medical  binders  into  class  1 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  comments  to  FDA. 

Two  comments  were  received.  The 
comments  agreed  with  the  proposed 
classification  and  proposed  exemption 
for  therapeutic  medical  binders. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  only  a  minor 
clarifying  change. 


On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with  v 
new  names  and  with  a  new  structure. 

FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 

Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5160,  to  read  as 
follows: 

§  880.5160  Therapeutic  medical  binder. 

(a)  Identification.  A  therapeutic 
medical  binder  is  a  device,  usually  made 
of  cloth,  that  is  intended  for  medical 
purposes  and  that  can  be  secured  by  ties 
so  that  it  supports  the  underlying  part  of 
the  body  or  holds  a  dressing  in  place. 

This  generic  type  of  device  includes  the 
abdominal  binder,  breast  binder,  and 
perineal  binder. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notifiction  procedures  in 

.  Subpart  E  of  Part  807.  If  the  device  is  not 
labeled  or  otherwise  represented  as 
sterile,  it  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820,  with  the  exception  of  §  820.180, 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  September  17. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Doc.  80-31564  Filed  10-20-80;  8:45  am| 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-12971 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Burn  Sheets 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 


rule  classifying  burn  sheets  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49878)  a 
proposed  regulation  to  classify  burn 
sheets  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  make  it 
clear  that  the  rule  applies  to  those 
devices  that  are  intended  to  be  used  to 
provide  warmth,  to  absorb  wound 
exudate,  and  serve  as  a  barrier  against 
contaminants.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
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adding  new  §  880.5180,  to  read  as 
follows: 

§  880.5180  Bum  sheet 

(a)  Identification.  A  bum  sheet  is  a 
device  made  of  a  porous  material  that  is 
wrapped  aroung  a  bum  victim  to  retain 
body  heat,  to  absorb  wound  exudate, 
and  to  serve  as  a  barrier  against 
contaminants. 

(b)  Classification.  Class  I  (general 
Controls). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-31565  Filed  10-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-1298] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Intravascular 
Catheters 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  intravascular  catheters 
into  class  II  (performance  standards). 

The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49879)  a 
proposed  regulation  to  classify 
intravascular  catheters  into  class  II 


(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

1.  The  comment  received  disagreed 
with  the  recommendation  of  the  General 
Medical  Devices  Panel  that  all 
intravascular  catheters  should  be 
radiopaque.  The  comment  stated  that 
catheters  that  are  not  radiopaque  often 
have  superior  antithrombogenic 
characteristics  and  may  be  more 
desirable  in  some  circumstances.  The 
comment  stated  further  that  radiopacity 
of  a  catheter  was  not  necessarily 
sufficient  to  identify  a  piece  of  a 
catheter  in  an  X-ray  of  the  thoracic  area. 

FDA  agrees  that  radiopacity  may  not 
always  be  desired  in  an  intravascular 
catheter  and  that  in  some  circumstances 
an  X-ray  would  not  show  a  radiopaque 
piece  of  catheter.  However,  this  issue 
will  be  resolved  during  the  standards 
setting  process  for  intravascular 
catheters. 

2.  The  comment  also  stated  that  the 
term  “metal”  should  be  removed  from 
the  definition  as  it  was  not  compatible 
with  the  recommendation  of  the  Panel 
that  the  device  be  flexible. 

The  agency  recognizes  that  things 
made  of  metal  are  usually  not  flexible. 
Therefore,  the  agency  has  made  minor 
changes  in  the  identification  of  this 
device  to  clarify  the  reference  to  metal. 
The  comment  also  suggested  that  the 
statement  of  the  Panel  that  intravascular 
catheters  were  life  supporting  should  be 
deleted  because  the  supplemental  data 
sheet  from  the  General  Medical  Devices 
Panel  and  the  Circulatory  Systems 
Devices  Panel  indicated  that  the  Panels 
did  not  consider  this  device  to  be  life 
supporting.  The  agency  has  reviewed 
the  supplemental  data  sheets  of  the 
General  Medical  Devices  Panel  and  of 
the  Circulatory  Systems  Devices  Panel 
for  this  device.  FDA  finds  that  the 
intravascular  catheter  was  designated 
as  a  life  supporting  device  by  the 
Circulatory  Systems  Devices  Panel  and 
thus  the  agency  disagrees  with  the 
comment's  suggestion  to  delete  the 
statement  that  the  intravascular  catheter 
is  a  life-supporting  device. 

The  agency  has  made  minor  changes 
in  the  identification  of  the  device  for 
clarity.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 


advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5200,  to  read  as 
follows: 

§  880.5200  Intravascular  catheter. 

(a)  Identification.  An  intravascular 
catheter  is  a  device  that  consists  of  a 
slender  tube  and  any  necessary 
connecting  fittings  and  that  is  inserted 
into  the  patient’s  vascular  system  for 
short  term  use  (less  than  30  days)  to 
sample  blood,  monitor  blood  pressure, 
or  administer  fluids  intravenously.  The 
device  may  be  constructed  of  metal, 
rubber,  plastic,  or  a  combination  of 
these  materials. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31566  Filed  10-20-60;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-12991 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Intravascular 
Catheter  Securement  Devices 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  intravascular  catheter 
securement  devices  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  date:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20010,  301-427-7555. 
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SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49880)  a 
proposed  regulation  to  classify 
intravascular  catheter  securement 
devices  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
However,  the  agency  has  made  minor 
changes  to  the  name  and  identification 
for  clarity.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  w-ith 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26. 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5210,  to  read  as 
follows: 

§  880.52 1 0  Intravascular  catheter 
securement  device. 

(a)  Identification.  An  intravascular 
catheter  securement  device  is  a  device 
with  an  adhesive  backing  that  is  placed 
over  a  needle  or  catheter  and  is  used  to 
keep  the  hub  of  the  needle  or  the 
catheter  flat  and  securely  anchored  to 
the  skin. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  September  17, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31567  Filed  10-20-60. 8:45  am] 
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21  CFR  Part  880 

[Docket  No.  78N-1301] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Medical 
Adhesive  Tapes  and  Adhesive 
Bandages 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  medical  adhesive  tapes 
and  adhesive  bandages  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49881)  a 
proposed  regulation  to  classify  adhesive 
tapes  and  bandages  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

One  comment  was  received.  The 
comment  disagreed  with  placing 
adhesive  tapes  in  the  same  generic  class 
as  bandages,  stating  that  the  devices  are 
dissimilar  and  have  different 
applications  and  therefore  should  be 
separate  generic  classes.  The  comment 
further  stated  that  adhesive  tape  is 
usually  marketed  as  a  nonsterile  device 
and  that  experience  indicates  that  the 
application  of  the  good  manufacturing 
practices  regulation  would  not 


necessarily  improve  the  safety  or 
effectiveness  of  the  device  and  that 
adhesive  tape  should  be  placed  in  a 
separate  generic  class  and  exempt  from 
premarket  notification  and  good 
manufacturing  practice  requirements. 

The  comment  agreed  with  the  proposed 
classification  for  bandages. 

FDA  has  carefully  considered  this 
comment  and  realizes  that  some 
confusion  may  have  arisen.  The  agency 
has  made  a  change  in  the  name  of  the 
device  to  “medical  adhesive  tape  and 
adhesive  bandage”  for  clarification. 
Further  the  agency  has  decided  it  is  not 
necessary  to  place  medical  adhesive 
tapes  in  a  separate  generic  category 
from  adhesive  bandages.  The  agency 
believes  that  it  is  necessary  to  have 
control  over  the  adhesives  used  in  these 
devices  and  does  not  propose  to  exempt 
adhesive  tapes  and  adhesive  bandages 
from  the  requirements  of  the  good  ’ 
manufacturing  practices  regulation.  The 
agency  believes  that  it  is  necessary  to 
have  knowledge  of  any  new  adhesives 
used  in  these  devices  and  disagrees  with 
the  comment  to  exempt  adhesive  tapes 
or  adhesive  bandages  from  premarket 
notification  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act. 

Accordingly,  the  proposed  regulation 
is  being  adopted  with  changes  clarifying 
the  name  of  the  device  and  its  use  for 
medical  purposes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with  • 
new  names  and  with  a  new  structure. 

FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371  (a)))  and  under 
authority  delegated  to  him  (21  CFR  5.1) 
the  Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  880.5240,  to  read  as  follows: 

§  880.5240  Medical  adhesive  tape  and 
adhesive  bandage. 

(a)  Identification.  A  medical  adhesive 
tape  or  adhesive  bandage  is  a  device 
intended  for  medical  purposes  that 
consists  of  a  strip  of  fabric  material  or 
plastic,  coated  on  one  side  with  an 
adhesive,  and  may  include  a  pad  of 
surgical  dressing  without  a  disinfectant. 
The  device  is  used  to  cover  and  protect 
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wounds,  to  hold  together  the  skin  edges 
of  a  wound,  to  support  an  injured  part  of 
the  body,  or  to  secure  objects  to  the 
skin. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31588  Filed  10-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 

[Docket  No.  78N-1302] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Neonatal 
Eye  Pads 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  neonatal  eye  pads  into 
class  I  (general  controls)  and  exempting 
manufacturers  of  the  device  from  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  The  effect  of  this 
rule  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices,  except  for  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  This  action  is  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-127-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49882)  a 
proposed  regulation  to  classify  neonatal 
eye  pads  into  class  I  (general  controls). 
A  period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 


No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19;  1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5270,  to  read  as 
follows: 

§  880.5270  Neonatal  eye  pad. 

(a)  Identification.  A  neonatal  eye  pad 
is  an  opaque  device  used  to  cover  and 
protect  the  eye  of  an  infant  during 
therapeutic  procedures,  such  as 
phototherapy. 

(b)  Classification.  Class  I  (general 
controls).  If  the  device  is  not  labeled  or 
otherwise  represented  as  sterile,  it  is 
exempt  from  the  good  manufacturing 
practice  regulation  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat,  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f  fairs. 

]FR  Doc.  80-31569  Filed  10-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 

[Docket  No.  78N-1303] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Medical 
Absorbent  Fibers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 


rule  classifying  medical  absorbent  fibers 
into  class  I  (general  controls)  and 
exempting  manufacturers  of  the  device 
from  premarket  notification  procedures 
and  certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT*. 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Persona)  Use  Device  Section  of  the  - 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49883)  a 
proposed  regulation  to  classify  medical 
absorbent  fibers  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

1.  One  comment  was  received.  The 
comment  suggested  that  a  distinction  be 
made  between  those  absorbent  fibers 
intended  for  medical  purposes  and  those 
absorbent  fibers  intended  solely  for 
cosmetic  purposes. 

FDA  agrees  that  absorbent  fibers  that 
are  intended  solely  for  cosmetic 
purposes  should  not  be  included  in  this 
regulation,  and  has  made  minor  changes 
in  the  identification  of  the  device  to 
distinguish  absorbent  fibers  intended  to 
be  used  for  medical  purposes  from  those 
intended  to  be  used  for  cosmetic 
purposes. 

2.  The  comment  also  objected  to  the 
panel  recommendation  that  the  device 
should  meet  the  United  States 
Pharmacopeia  (USP)  requirements  for 
absorbency  and  purity  of  absorbent 
(purified)  cotton.  The  comment  stated 
that  the  identification  did  not  require  the 
absorbent  fiber  to  be  100  percent  cotton, 
and  synthetic  fiber  also  could  be 
included. 
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FDA  believes  that  it  was  the  Panel’s 
intention  that  this  recommendation 
apply  only  to  a  device  that  is  labeled 
pure  cotton. 

3.  The  comment  also  requested 
exemption  from  the  good  manufacturing 
practices  regulation  (GMP)  and 
premarket  notification  requirements  for 
those  devices  not  labeled  as  sterile 
because  it  was  claimed  that  defects 
relating  to  safety  and  effectiveness 
would  be  readily  apparent  to  the  user 
and  that  safety  and  effectiveness  would 
not  be  increased  by  the  application  of 
the  GMP  regulation. 

FDA  agrees  with  this  comment,  and 
has  decided  that  manufacturers  of 
medical  absorbent  fiber  be  subject  to 
registration  and  device  listing  under 
section  510  (a)  through  (j)  of  the  act,  but 
exempt  from  premarket  notification 
under  section  510(k)  of  the  act  and 
Subpart  E  of  Part  807  of  the  regulations 
(21  CFR  Part  807).  The  agency  believes 
that  it  is  not  necessary  for  the  protection 
of  the  public  health  that  FDA  receive 
premarket  notification  submissions 
concerning  medical  absorbent  fibers. 

The  agency  does  not  at  this  time 
anticipate  that  premarket  approval  will 
be  required  for  this  device.  The  agency 
believes  that  the  semiannual  updating  of 
device  listing  under  section  510(j)(2)  will 
provide  FDA  with  adequate  notice 
concerning  new  products  within  this 
generic  type  of  device. 

FDA  also  has  decided  that  a 
manufacturer  of  this  device  who  does 
not  label  or  otherwise  represent  it  as 
sterile  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198  with 
respect  to  complaint  files.  The  agency 
believes  that  manufacturers  of  a  medical 
absorbent  fiber,  even  when  it  is  not 
labeled  or  otherwise  represented  as 
sterile,  must  still  be  required  to  comply 
with  the  complaint  requirements  to 
ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of 
medical  absorbent  fibers  must  still  be 
required  to  comply  with  the  general 
requirements  concerning  records  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  determine 
whether  the  manufacturer’s  corrective 
actions  are  adequate,  and  determine 
whether  the  exemption  from  other 
sections  of  the  GMP  regulation  is  still 
appropriate.  A  manufacturer  of  medical 
absorbent  fibers  that  are  labeled  or 
otherwise  represented  as  sterile  is,  in 


the  manufacture  of  this  device,  subject 
to  the  GMP  regulation  in  its  entirety. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5300,  to  read  as 
follows: 

§  880.5300  Medical  absorbent  fiber. 

(a)  Identification.  A  medical 
absorbent  fiber  is  a  device  intended  for 
medical  purposes  that  is  made  from 
cotton  or  synthetic  fiber  in  the  shape  of 
a  ball  or  a  pad  and  that  is  used  for 
applying  medication  to,  or  absorbing 
small  amounts  of  body  fluids  from,  a 
patient’s  body  surface.  Absorbent  fibers 
intended  solely  for  cosmetic  purposes 
are  not  included  in  this  generic  device 
category. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  If  the  device  is  not 
labeled  or  otherwise  represented  as 
sterile,  it  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820,  with  the  exception  of  §  820.180, 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

fFS  Doc.  80-8 >870  Filed  1 0-18-00  fc4R  an] 
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21  CFR  Part  880 
[Docket  No.  78N-1306] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Neonatal 
Incubators 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  neonatal  incubators  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1970. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49884)  a 
proposed  regulation  to  classify  neonatal 
incubators  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  clarify 
that  the  term  “nursing”  refers  to  care  by 
nursing  personnel  and  not  to  feeding  an 
infant.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  this 
change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19, 1978  (43 
FR  21666,  21667,  and  21668)  and  May  26, 
1978  (43  FR  22072  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
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new  namds  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5400,  to  read  as 
follows: 

§  880.5400  Neonatal  incubator. 

(a)  Identification.  A  neonatal 
incubator  is  a  device  consisting  of  a 
rigid  boxlike  enclosure  in  which  an 
infant  may  be  kept  in  a  controlled 
environment  for  medical  care.  The 
device  may  include  an  AC-powered 
heater,  a  fan  to  circulate  the  warmed  air, 
a  container  for  water  to  add  humidity,  a 
control  valve  through  which  oxygen  may 
be  added,  and  access  ports  for  nursing 
care. 

(b)  Classification.  Class  11 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513.  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31571  Filed  10-20-80;  8:45  ami 

BILLING  CODE  41 10-03-M 


21  CFR  Part  880 

[Docket  No.  78N-1307I 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Neonatal 
Transport  Incubators 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  neonatal  transport 
incubators  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7555. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Device  Panel).  FDA  also  published  in 
that  issue  of  the  Federal  Register  (44  FR 
49885)  a  proposed  regulation  to  classify 
neonatal  transport  incubators  into  class 
II  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5410,  to  read  as 
follows: 

§  880.5410  Neonatal  transport  incubator. 

(a)  Identification.  A  neonatal 
transport  incubator  is  a  device 
consisting  of  a  portable  rigid  boxlike 
enclosure  with  insulated  walls  in  which 
an  infant  may  be  kept  in  a  controlled 
environment  while  being  transported  for 
medical  care.  The  device  may  include 
straps  to  secure  the  infant,  a  battery- 
operated  heater,  an  AC-powered  battery 
charger,  a  fan  to  circulate  the  warmed 
air,  a  container  for  water  to  add 
humidity,  and  provision  for  a  portable 
oxygen  bottle. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 


(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31572  Filed  10-20-80;  8:45  am) 

BILUNG  CODE  4110-03-M 


21  CFR  Part  880 
[Docket  No.  78N-1380] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Pressure 
Infusors  for  I.V.  Bags 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  pressure  infusors  for  I.V. 
bags  into  class  I  (general  controls).  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49886)  a 
proposed  regulation  to  classify  pressure 
infusors  for  I.V.  bags  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  comments  to  FDA. 

A  comment  disagreed  with  the 
proposal  to  classify  this  device  into 
class  II  (performance  standards).  The 
comment  stated  that  the  pressure 
indicated  by  the  device  and  applied  to 
the  I.V.  bag  was  not  necessarily  the 
pressure  in  the  I.V.  bag  and  was  not  the 
pressure  at  the  injection  site.  Also,  the 
comment  stated  that  it  was  not  normally 
necessary  to  know  the  pressure  of  fluid 
exiting  the  I.V.  bag,  and  that  the  risk  of 
air  embolism  was  related  to  pressurizing 
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a  rigid  I.V.  container  rather  than 
external  pressure  applied  on  an  I.V.  bag. 

FDA  agrees  with  the  comment  that  a 
pressure  infusor  for  I.V.  bags  presents 
minimal  risk  of  air  embolism.  The 
agency  believes  that  the  accuracy  of  the 
pressure  exerted  on  the  bag  as  shown 
by  the  pressure  gauge  can  be  addressed 
in  the  labeling. 

Accordingly,  the  agency  is  classifying 
the  device  into  class  I  in  the  final  rule 
instead  of  into  class  II  as  proposed.  For 
the  reasons  stated  in  the  general 
regulation  on  general  and  personal  use 
devices,  published  elsewhere  in  this 
issue  of  the  Federal  Register,  FDA  does 
not  believe  that  it  is  necessary  to  issue  a 
new  proposal  concerning  this  decision. 
Persons  who  disagree  with  classifying 
pressure  infusors  for  I.V.  bags  into  class 
I  may  petition  for  reclassification  of  the 
device  under  Subpart  C  of  Part  860  (21 
CFR  Part  860)  of  the  classification 
procedures  regulation.  Accordingly,  the 
proposed  classification  is  being  adopted 
with  this  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

-  Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5420,  to  read  as 
follows: 

§  880.5420  Pressure  infusor  for  an  I.V. 
bag. 

(a)  Identification.  A  pressure  infusor 
for  an  I.V.  bag  is  a  device  consisting  of 
an  inflatable  cuff  which  is  placed 
around  an  I.V.  bag.  When  the  device  is 
inflated,  it  increases  the  pressure  on  the 
I.V.  bag  to  assist  the  infusion  of  the 
fluid. 

(b)  Classification.  Class  1  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Slat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  September  17, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31673  Filed  10-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 
[Docket  No.  78N-1308] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of 
Nonelectrically  Powered  Fluid 
Injectors 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  nonelectrically  powered 
fluid  injectors  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49887)  a 
proposed  regulation  to  classify 
nonelectrically  powered  fluid  injectors 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

No  Comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  to  the 
identification  of  the  device  to  clarify  its 
use.  Accordingly,  the  proposed  i 

regulation  is  being  adopted  with  these 
changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 


them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5430,  to  read  as 
follows: 

§  880.5430  Nonelectrically  powered  fluid 
injector. 

(a)  Identification.  A  nonelectrically 
powered  fluid  injector  is  a 
nonelectrically  powered  device  used  by 
a  health  care  provider  to  give  a 
hypodermic  injection  by  means  of  a 
narrow,  high  velocity  jet  of  fluid  which 
can  penetrate  the  surface  of  the  skin  and 
deliver  the  fluid  to  the  body.  It  may  be 
used  for  mass  inoculations. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  300c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-31574  Filed  10-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-1309] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Intravascular 
Administration  Sets 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  intravascular 
administration  sets  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
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under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49888)  a 
proposed  regulation  to  classify 
intravascular  administration  sets  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

1.  One  comment  recommended  that 
infusion  line  filters  be  placed  into  a 
separate  generic  classification  instead 
of  grouping  it  in  the  intravascular 
administration  set  category.  The 
comment  stated  that  I.V.  set  stopcocks 
and  intravascular  catheters  are  also 
connected  to  the  infusion  line  tubing  of 
the  intravascular  administration  set,  but 
these  products  have  been  treated  as 
separate  generic  categories.  The 
comment  also  stated  that  no  rationale 
was  provided  for  including  infusion  line 
filters  with  intravascular  administration 
sets. 

FDA  disagrees  with  the  comment  that 
infusion  line  filters  should  be  a  separate 
generic  categpry.  The  agency  believes 
that  infusion  iine  filters  are  used  only 
with  an  intravascular  administration  set 
and  should  be  treated  as  part  of  the 
same  generic  class.  The  agency  agrees 
with  the  comment  that  I.V.  set  stopcocks 
(Docket  No.  78N-1323  (44  FR  49904)), 
and  fluid  delivery  tubing  (Docket  No. 
78N-1328  (44  FR  49909)),  both  of  which 
were  proposed  as  separate  generic 
categories,  are  also  used  only  with 
intravascular  administration  sets. 
Therefore,  the  agency  is  grouping  these 
devices  into  the  generic  category  of 
intravascular  administration  sets. 

2.  The  comment  also  stated  that 
identifying  an  infusion  line  filter  as  “a 
component  of  an  intravascular 
administration  set"  is  unclear.  The 
comment  stated  that  the  only  definition 
of  component  that  is  available  is  in 


§  820.3  (21  CFR  820.3)  of  the  GMP 
regulation. 

FDA  agrees  that  the  use  of  the  term 
“component”  in  the  proposal  can  be 
confusing.  In  the  proposal,  the  agency 
used  this  term  to  mean  a  part  of  a 
system.  The  agency  has  removed  the 
term  component  from  the  final 
classification  regulation  for 
intravascular  administration  sets. 

3.  The  comment  also  stated  that  some 
manufacturers  of  infusion  line  filters  do 
not  manufacture  intravascular 
administration  sets  and  that  it  would  be 
unnecessary  for  them  to  be  involved  in 
standards  deliberation  on  sets  when 
their  prime  concern  is  the  filter  itself. 

FDA  believes  that  a  performance 
standard  for  intravascular 
administration  sets  would  not 
necessarily  include  a  performance 
standard  for  infusion  line  filters. 
However,  this  issue  will  be  resolved 
during  the  standards  setting  process  for 
intravascular  administration  sets. 

The  agency  has  made  minor  changes 
in  the  name  and  identification  of 
intravascular  administration  sets  to 
reflect  the  above  changes.  Accordingly, 
the  proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5440,  to  read  as 
follows: 

§  880.5440  Intravascular  administration 
set. 

(a)  Identification.  An  intravascular 
administration  set  is  a  device  used  to 
administer  fluids  from  a  container  to  a 
patient’s  vascular  system  through  a 
needle  or  catheter  inserted  into  a  v§in. 
The  device  may  include  the  needle  or 
catheter,  tubing,  a  flow  regulator,  a  drip 
chamber,  an  infusion  line  filter,  an  I.V. 
set  stopcock,  fluid  delivery  tubing, 
connectors  between  parts  of  the  set.  a 
side  tube  with  a  cap  to  serve  as  an 


injection  site,  and  a  hollow  spike  to 
penetrate  and  connect  the  tubing  to  an 
I.V.  bag  or  other  infusion  fluid  container. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 

effective  November  20, 1980. 

* 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-31575  Filed  10-20-80: 8:45  amj 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 
[Docket  No.  78N-1310] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Patient  Care 
Reverse  Isolation  Chambers 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  patient  care  reverse 
isolation  chambers  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring.  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulation 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49890)  a 
proposed  regulation  to  classify  patient 
care  reverse  isolation  chambers  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA.  No  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
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Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5450,  to  read  as 
follows: 

§  880.5450  Patient  care  reverse  isolation 
chamber. 

(a)  Identification.  A  patient  care 
reverse  isolation  chamber  is  a  device 
consisting  of  a  roomlike  enclosure 
designed  to  prevent  the  entry  of  harmful 
airborne  material.  This  device  protects  a 
patient  who  is  undergoing  treatment  for 
bums  or  is  lacking  a  normal 
immunosuppressive  defense  due  to 
therapy  or  congenital  abnormality.  The 
device  includes  fans  and  air  filters 
which  maintain  an  atmosphere  of  clean 
air  at  a  pressure  greater  than  the  air 
pressure  outside  the  enclosure. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-31570  Filed  10-20-80;  8:45  am) 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 

[Docket  No.  78N-13111 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Jet  Lavages 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  jet  lavages  into  class  II 
(performance  standards).  The  effect  of 


classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49891)  a 
proposed  regulation  to  classify  jet 
lavages  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5475,  to  read  as 
follows: 

§880.5475  Jet  lavage. 

(a)  Identification.  A  jet  lavage  is  a 
device  used  to  clean  a  wound  by  a 
pulsatile  jet  of  sterile  fluid.  The  device 
consists  of  the  pulsing  head,  tubing  to 


v 


connect  to  a  container  of  sterile  fluid, 
and  a  means  of  propelling  the  fluid 
through  the  tubing,  such  as  an  electric 
roller  pump. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31577  Filed  10-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 
(Docket  No.  78N-1312] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  AC-Powered 
Patient  Lifts 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule.  ,, 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  AC-powered  patient  bfts 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
df  velopment  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel.  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49892)  a 
proposed  regulation  to  classify  AC- 
powered  patient  lifts  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  .§  880.5500,  to  read  as 
follows: 

§  880.5500  AC-powered  patient  lift 

(a)  Identification.  An  AC-powered  lift 
is  an  electrically  powered  device  either 
fixed  or  mobile,  used  to  lift  and 
transport  patients  in  the  horizontal  or 
other  required  position  from  one  place 
to  another,  as  from  a  bed  to  a  bath.  The 
device  includes  straps  and  slings  to 
support  the  patient. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31578  Filed  10-20-80:  8:45  am| 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-13131 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Non-AC- 
Powered  Patient  Lifts 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  non-AC-powered  patient 
lifts  into  class  I  (general  controls).  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 
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EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the ' 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49893)  a 
proposed  regulation  to  classify  non-AC- 
powered  patient  lifts  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
name  and  identification  of  the  device  to 
clarify  the  range  of  devices  included  in 
the  generic  class  covered  by  this  rule. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5510,  to  read  as 
follows: 

§  880.5510  Non-AC-powered  patient  lifts. 

(a)  Identification.  A  non-AC-powered 
patient  lift  is  a  hydraulic,  battery,  or 
mechanically  powered  device,  either 
fixed  or  mobile,  used  to  lift  and 
transport  a  patient  in  the  horizontal  or 
other  required  position  from  one  place 
to  another,  as  from  a  bed  to  a  bath.  The 


device  includes  straps  and  a  sling  to 
support  the  patient. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31579  Filed  10-20-80: 8:45  am| 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-1314]  ' 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Alternating 
Pressure  Air  Flotation  Mattresses . 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  alternating  pressure  air 
flotation  mattresses  into  class  II 
(performance  standards).The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.This  action  is  being  taken 
under  the  Nodical  Device  Amendments 
of  1976. 

EFFECTIVE  date:  November  20, 1980. 
for  further  information  contact: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7555. 
supplementary  information:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification  * 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49893)  a 
proposed  regulation  to  classify 
alternating  pressure  air  flotation 
mattresses  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA.  No  comments 
have  been  received  regarding  the 
proposed  regulation  to  classify  this 
device.  Accordingly,  the  proposed 
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regulation  is  being  adopted  with  only  a 
minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5550,  to  read  as 
follows: 

§  880.5550  Alternating  pressure  air 
flotation  mattress. 

(a)  Identification.  An  alternating 
pressure  air  flotation  mattress  is  a 
device  intended  for  medical  purposes 
that  consists  of  a  mattress  with  multiple 
air  cells  that  can  be  filled  and  emptied 
in  an  alternating  pattern  by  an 
associated  control  unit  to  provide 
regular,  frequent,  and  automatic  changes 
in  the  distribution  of  body  pressure.  The 
device  is  used  to  prevent  and  treat 
decubitus  ulcers  (bed  sores). 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall 
be  effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31580  Filed  10-20-80;  8:45  am) 

BILLING  CODE  4110-03-M 

21  CFR  Part  830 
(Docket  No.  78N-1315J 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Temperature 
Regulated  Water  Mattresses 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  temperature  regulated 
water  mattresses  into  class  II 
(performance  standards).  The  effect  of 


classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49894)  a 
proposed  regulation  to  classify  heated 
water  mattresses  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  minor  clarifying  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5560,  to  read  as 
follows: 

§  680.5560  Temperature  regulated  water 
mattress. 

(a)  Identification.  A  temperature 
regulated  water  mattress  is  a  device 
intended  for  medical  purposes  that 


consists  of  a  mattress  of  suitable  size, 
filled  with  water  which  can  be  heated  or 
in  some  cases  cooled.  The  device 
includes  electrical  heating  and  water 
circulating  components,  and  an  optional 
cooling  component.  The  temperature 
control  may  be  manual  or  automatic. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31581  Filed  10-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 

[Docket  No.  78N-1316] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Hypodermic 
Single  Lumen  Needles 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  hypodermic  single  lumen 
needles  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49895)  a 
proposed  regulation  to  classify 
hypodermic  single  lumen  needles  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
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interested  persons  to  submit  comments 
to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  make  it 
clear  that  the  tube  is  hollow  and 
constructed  of  metal,  and  that  the  tube 
is  joined  to  a  female  connector  (hub) 
which  fits  the  male  connector  (nozzle)  of 
a  piston  syringe  or  an  intravascular 
administration  set.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  these  and  other  minor  clarifying 
changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5570,  to  read  as 
follows: 

§  880.5570  Hypodermic  single  lumen 
needle. 

(a)  Identification.  A  hypodermic 
single  lumen  needle  is  a  device  intended 
to  inject  fluids  into,  or  withdraw  fluids 
from,  parts  of  the  body  below  the 
surface  of  the  skin.  The  device  consists 
of  a  metal  tube  that  is  sharpened  at  one 
end  and  at  the  other  end  joined  to  a 
female  connector  (hub)  designed  to  mate 
with  a  male  connector  (nozzle)  of  a 
piston  syringe  or  an  intravascular 
administration  set. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31582  Filed  10-20-80:  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 
(Docket  No.  78N-1317] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Nipple 
Shields 

agency:  Food  and  Drug  Administration, 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  nipple  shields  into  class 
I  (general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49896)  a 
proposed  regulation  to  classify  nipple 
shields  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

One  comment  was  received.  The 
comment  suggested  that  the 
identification  of  the  device  be  changed 
to  clarify  that  nursing  pads,  which  are 
disposable  absorbent  pads  intended  to 
protect  a  lactating  woman’s  clothing 
from  being  stained  with  milk,  are  not 
included  in  this  proposed  rule.  The 
comment  also  requested  confirmation 
that  nursing  pads  are  not  considered  by 
FDA  to  be  medical  devices. 

FDA  agrees  with  this  comment  and 
has  made  minor  changes  to  the 
identification  of  the  device  to  make  it 
clear  that  nursing  pads  are  not  included 
in  this  generic  device.  FDA  does  not 
consider  nursing  pads  that  are  intended 
solely  to  protect  a  lactating  woman's 
clothing  from  being  stained  with  milk  to 
be  medical  devices.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  these  changes. 


On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5630,  to  read  as 
follows: 

§880.5630  Nipple  shield. 

(a)  Identification.  A  nipple  shield  is  a 
device  consisting  of  a  cover  used  to 
protect  the  nipple  of  a  nursing  woman. 
This  generic  device  does  not  include 
nursing  pads  intended  solely  to  protect 
the  clothing  of  a  nursing  woman  from 
milk. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31583  Filed  10-20-80: 8:45  am| 

BILLING  COOE  4110-03-M 


21  CFR  Part  880 
(Docket  No.  78N-1318] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Lamb 
Feeding  Nipples 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  lamb  feeding  nipples 
into  class  I  (general  controls)  and 
exempting  manufacturers  of  the  device 
from  premarket  notification  procedures 
and  certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
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certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49897)  a 
proposed  regulation  to  classify  lamb 
feeding  nipples  into  class  1  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  make  it 
clear  that  the  rule  applies  only  to  those 
devices  that  are  intended  for  use  as  a 
feeding  nipple  for  infants  with  oral  or 
facial  abnormalities.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5640,  to  read  as 
follows: 


§  880.5640  Lamb  feeding  nipple. 

(a)  Identification.  A  lamb  feeding 
nipple  is  a  device  intended  for  use  as  a 
feeding  nipple  for  infants  with  oral  or 
facial  abnormalities. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  If  the  device  is  not 
labeled  or  otherwise  represented  as 
sterile,  it  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820,  with  the  exception  of  §  820.180, 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-31584  Filed  10-20-80;  8:45  am| 
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21  CFR  Part  880 
r Docket  No.  78N-1319] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Pediatric 
Position  Holders 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  pediatric  position 
holders  into  class  I  (general  controls) 
and  exempting  manufacturers  of  the 
device  from  certain  requirements  of  the 
good  manufacturing  practice  regulation. 
The  effect  of  this  rule  is  to  require  that 
the  device  meet  only  the  general 
controls  applicable  to  all  devices,  except 
for  certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 


General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49898)  a 
proposed  regulation  to  classify  infant 
position  holders  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
name  and  identification  of  the  device  to 
make  it  clear  that  the  rule  applies  to 
those  devices  that  are  used  to  hold 
children  as  well  as  those  used  to  hold 
infants.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5680,  to  read  as 
follows: 

§  880.5880  Pediatric  position  holder. 

(a)  Identification.  A  pediatric  position 
holder  is  a  device  used  to  hold  an  infant 
or  a  child  in  a  desired  position  for 
therapeutic  or  diagnostic  purposes,  e.g., 
in  a  crib  under  a  radiant  warmer,  or  to 
restrain  a  child  while  an  intravascular 
injection  is  administered. 

(b)  Classification.  Class  1  (general 
controls).  The  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.180,  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198,  with  respect  to  complaint 
files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 


Federal  Register  /  Vol.  45,  No.  205  /  Tuesday,  October  21,  1980  /  Rules  and  Regulations  69709 


Dated:  September  17, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-31585  Filed  10-20-80;  8:45  amj 
BILLING  CODE  4110-03-M 

21  CFR  Part  880 
[Docket  No.  78N-1320] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Neonatal 
Phototherapy  Units 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  neonatal  phototherapy 
units  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49899)  a 
proposed  regulation  to  classify  neonatal 
phototherapy  units  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA.  No 
comments  have  been  received  regarding 
the  proposed  regulation  to  classify  this 
device.  Accordingly,  the  proposed 
regulation  is  being  adopted  without 
change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 


26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5700,  to  read  as 
follows: 

§  880.5700  Neonatal  phototherapy  unit. 

(a)  Identification.  A  neonatal 
phototherapy  unit  is  a  device  used  to 
treat  or  prevent  hyperbilirubinemia 
(elevated  serum  bilirubin  level).  The 
device  consists  of  one  or  more  lamps 
that  emit  a  specific  spectral  band  of 
light,  under  which  an  infant  is  placed  for 
therapy.  This  generic  type  of  device  may 
include  supports  for  the  patient  and 
equipment  and  component  parts. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513.  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31586  Filed  10-20-80;  8:45  am| 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

rDocketNo.  78N-1321) 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Infusion 
Pumps 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  infusion  pumps  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 


Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49900)  a 
proposed  regulation  to  classify  infusion 
pumps  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

A  comment  agreed  with  classifying 
infusion  pumps  into  class  II.  A 
manufacturer’s  comment  expressed 
concern  that  its  device,  although 
functioning  to  infuse  fluids  into  the 
body,  did  not  fit  the  identification 
statement  for  infusion  pumps.  The 
manufacturer’s  device  uses  elastomeric 
force  to  drive  the  fluid  into  the  body  and 
was  a  complete  system  not  requiring 
additional  components.  The  comment 
suggested  that  a  new  device  category 
should  be  established  for  such 
integrated  infusion  systems. 

FDA  disagrees  with  the  suggestion 
that  a  new  category  for  integrated 
infusion  systems  using  an  elastomeric 
pump  be  established.  However,  the 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  include 
such  integrated  infusion  systems. 

Further,  different  performance  standards 
may  be  required  for  the  different 
categories  of  infusion  pumps  included  in 
the  rule.  This  issue  will  be  resolved 
during  the  standards  setting  process  for 
infusion  pumps. 

The  agency  has  made  minor  changes 
in  the  identification  of  the  device  to 
clarify  the  use  and  the  range  of  devices 
included  in  this  generic  class. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  212668)  and 
May  26. 1978  (43  FR  22672  and  22673). 
Further  information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions. 
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published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5725,  to  read  as 
follows: 

§  880.5725  Infusion  pump. 

(a)  Identification.  An  infusion  pump  is 
a  device  used  in  a  health  care  facility  to 
pump  fluids  into  a  patient  in  a  controlled 
manner.  The  device  may  use  a  piston 
pump,  a  roller  pump,  or  a  peristaltic 
pump  and  may  be  powered  electrically 
or  mechanically.  The  device  may  also 
operate  using  a  constant  force  to  propel 
the  fluid  through  a  narrow  tube  which 
determines  the  flow  rate.  The  device 
may  include  means  to  detect  a  fault 
condition,  such  as  air  in,  or  blockage  of, 
the  infusion  line  and  to  activate  an 
alarm. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513.  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (  21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-31587  Filed  10-20-80;  8:45  am) 

BILLING  COOE  4110-03-M 

21  CFR  Part  880 

[Docket  No.  78N-1381] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Suction 
Snakebite  Kits 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  suction  snakebite  kits 
into  class  I  (general  controls).  The  effect 
of  classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^127-7555. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49901)  a 
proposed  regulation  to  classify  suction 
snakebite  kits  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA.  No  comments 
have  been  received  regarding  the 
proposed  regulation  to  classify  this 
device.  Accordingly,  the  proposed 
regulation  is  being  adopted  without 
change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5740,  to  read  as 
follows: 

§  880.5740  Suction  snakebite  kit. 

(a)  Identification.  A  suction  snakebite 
kit  is  a  device  consisting  of  a  knife, 
suction  device,  and  tourniquet  used  for 
first-aid  treatment  of  snakebites  by 
removing  venom  from  the  wound. 

(b)  Classification.  Class  I  (general 
controls.). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Statf  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31558  Filed  10-20-80;  8:45  amj 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 

[Docket  No.  78N-1382] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Chemical 
Cold  Pack  Snakebite  Kits 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  chemical  cold  pack 
snakebite  kits  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
devic  ’nto  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before  May  31, 
1983  or  90  days  after  promulgation  of  a 
separate  regulation  requiring  premarket 
approval  of  the  device,  whichever 
occurs  later.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49902)  a 
proposed  regulation  to  classify  chemical 
cold  pack  snakebite  kits  into  class  III 
(premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5760,  to  read  as 
follows: 

§  880.5760  Chemical  cold  pack  snakebite 
kit 

(a)  Identification.  A  chemical  cold 
pack  snakebit  kit  is  a  device  consisting 
of  a  chemical  cold  pack  and  tourniquet 
used  for  first-aid  treatment  of 
snakebites. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-31589  Filed  10-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-1322) 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Medical 
Support  Stockings 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  into  class  II 
(performance  standards)  medical 
support  stockings  intended  to  prevent 
the  pooling  of  blood  in  the  legs  and 
classifying  into  class  I  (general  controls) 
medical  support  stockings  intended  for 
general  medical  purposes  and  exempting 
manufacturers  of  the  class  I  device  from 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  classifying  a  device  into  class  II 


is  to  provide  for  the  future  development 
of  one  or  more  performance  standards  ^ 
to  assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK— 470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49903)  a 
proposed  regulation  to  classify  medical 
support  stockings  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

1.  One  comment  suggested  that  the 
Cardiovascular  Device  Classification 
Panel  (now  the  Circulatory  System 
Devices  Panel)  and  the  General  Hospital 
and  Personal  Use  Device  Classification 
Panel  had  considered  two  different 
types  of  medical  support  stockings.  The 
comment  agreed  with  the 
recommendation  of  the  Cardiovascular 
Device  Classification  Panel  that  medical 
support  stockings  intended  to  prevent 
pooling  of  blood  in  the  legs  should  be 
classified  into  class  II.  The  comment 
further  stated  that  improper 
compression,  due  to  poor  stocking 
design  or  a  failure  to  fit  and  apply 
stockings  correctly,  could  produce 
adverse  effects  on  the  patient  due  to 
excessive  blood  flow  restriction.  The 
comment  suggested  that  the  General 
Hospital  and  Personal  Use  Device 
Classification  Panel  had  considered  a 
different  type  of  device,  perhaps  a 
nonprescription  stocking,  as  the  Panel 
had  not  identified  any  risks  to  health. 

FDA  agrees  with  the  comment  that 
there  are  some  differences  between  the 
medical  support  stockings  discussed  by 
the  two  classification  panels.  FDA  has 
made  changes  in  the  identification  of  the 
device  to  distinguish  medical  support 


stockings  that  are  specifically  designed 
and  fitted  to  a  patient  to  prevent  pooling 
of  blood  in  the  legs,  medical  support 
stockings  for  other  therapeutic  purposes, 
and  those  general  purpose  support 
stockings  that  are  not  intended  for 
medical  purposes.  The  last  category  of 
stockings  is  not  considered  to  consist  of 
medical  devices.  The  agency  also  agrees 
with  the  comment  that  medical  support 
stockings  that  are  intended  to  be  used  in 
the  prevention  of  the  pooling  of  blood  in 
the  legs  should  be  classified  into  class  II. 
Medical  support  for  medical  purposes 
should  be  classified  into  class  I.  The 
final  regulation  so  provides. 

2.  Two  comments  agreed  with  the 
proposal  to  classify  medical  support 
stockings  into  class  I.  One  of  them 
requested  that  the  device  be  exempt 
from  premarket  notification  and  the 
good  manufacturing  practices  regulation 
(GMP)  if  it  is  not  used  for  the  prevention 
of  pooling  of  blood  in  the  lower  limbs 
because  the  General  Hospital  Panel  did 
not  identify  any  risk  to  health  of  the 
device  and,  therefore,  it  is  not  necessary 
to  subject  it  to  the  requirements  of 
premarket  notification  and  the  GMP 
regulation. 

The  agency  disagrees  with  the 
comment  that  medial  support  stockings 
be  exempt  from  premarket  notification, 
but  agrees  with  the  comment  that 
manufacturers  of  medical  support 
stockings  that  are  not  labeled  or 
otherwise  intended  for  use  in  the 
prevention  of  pooling  of  blood  in  the 
legs  should  be  exempt  from  the  device 
GMP  regulation  under  section  520(f)  of 
the  act  (21  U.S.C.  360j(f)).  The  agency 
has  decided  that  a  manufacturer  of  this 
device  be  exempt,  in  the  manufacture  of 
the  device,  from  all  requirements  in  the 
GMP  regulation  except  §  820.180,  with 
respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Accordingly,  the  proposed  regulation 
is  being  adopted  with  these  changes. 

On  April  28, 1978,  the  agency 
“  terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 


69712  Federal  Register  /  Vol.  45,  No.  205  /  Tuesday,  October  21,  1980  /  Rules  and  Regulations 


delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5780,  to  read  as 
follows: 

§  880.5780  Medical  support  stocking. 

(a)  Medical  support  stocking  to 
prevent  the  pooling  of  blood  in  the 
legs — (1)  Identification.  A  medical 
support  stocking  to  prevent  the  pooling 
of  blood  in  the  legs  is  a  device  that  is 
constructed  of  elastic  material  and 
designed  to  apply  controlled  pressure  to 
the  leg  and  that  is  intended  for  use  in 
the  prevention  of  pooling  of  blood  in  the 
leg. 

(2)  Classification.  Class  II 
(performance  standards). 

(b)  Medical  support  stocking  for 
general  medical  purposes — (1) 
Identification.  A  medical  support 
stocking  for  general  medical  purposes  is 
a  device  that  is  constructed  of  elastic 
material  and  designed  to  apply 
controlled  pressure  to  the  leg  and  that  is 
intended  for  medical  purposes  other 
than  the  prevention  of  pooling  of  blood 
in  the  leg. 

(2)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 
§  820.180,  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198,  with  respect  to  complaint 
files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-31590  Filed  10-20-80:  8:45  am| 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 
[Docket  No.  78N-1324] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Therapeutic 
Scrotal  Supports 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  therapeutic  scrotal 
supports  into  class  I  (general  controls) 
and  exempting  manufacturers  of  the 
device  from  premarket  notification 
procedures  and  certain  requirements  of 
the  good  manufacturing  practice 
regulation.  The  effect  of  this  rule  is  to 
require  that  the  device  meet  only  the 


general  controls  applicable  to  all 
devices,  except  for  the  premarket 
notification  procedures  and  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  This  action  is  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49905)  a 
proposed  regulation  to  classify 
therapeutic  scrotal  supports  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  comments  to  FDA. 

Two  comments  were  received.  Both 
agreed  with  the  classification  for  this 
device.  One  comment  suggested  that  the 
identification  clearly  state  that  supports 
worn  for  comfort  and  during  physical 
activity  and  not  associated  with  any 
medical  use  are  not  included  in  this 
generic  device. 

FDA  agrees  with  these  comments  and 
has  made  minor  changes  in  the  name 
and  the  identification  of  the  device  to 
clarify  that  the  rule  applies  only  to  those 
devices  that  are  intended  for  medical 
purposes.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

The  agency  has  determined  that 
compliance  with  the  GMP  regulation, 
except  for  §  820.180  (general 
requirements  concerning  records)  and 
§  820.198  (complaint  files),  is  not 
required  to  assure  that  therapeutic 
scrotal  supports  will  be  safe  and 
effective  and  otherwise  in  compliance 
with  the  act.  The  agency  has  based  its 
determination  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device.  The  agency 
is  not  exempting  manufacturers  of 
therapeutic  scrotal  supports  from  the 
requirements  of  §  §  820.180  or  820.198 
because  it  has  determined  that 
compliance  with  these  sections  is  in  the 
public  interest  and  will  not  be  unduly 
burdensome  for  device  manufacturers. 


There  are  two  procedures  by  which 
FDA  may  exempt  a  manufacturer  of  a 
device  from  complying  with  any  or  all  of 
the  requirements  of  the  GMP  regulation. 
First,  a  manufacturer  of  a  device  subject 
to  any  requirement  under  the  GMP 
regulation  may  petition  the  agency 
pursuant  to  section  520(f)(2)(A)  of  the 
act  (21  U.S.C.  360j(f)(2)(A))  for  an 
exemption  or  variance  from  the 
requirement.  An  exemption  granted  in 
response  to  such  a  petition  applies  only 
to  the  manufacturer  who  submitted  the 
petition.  Second,  in  classifying  a  medical 
device  into  class  I  under  section  513  of 
the  act  (21  U.S.C.  360c),  the  agency  may 
determine  that  certain  of  the 
requirements  of  the  GMP  regulation 
shall  not  apply  to  the  device.  In  that 
instance,  the  exemption  applies  to  all 
manufacturers  of  the  generic  type  of 
device  that  is  the  subject  of  the 
classification  regulation.  The  agency 
may  grant  an  exemption  under  either 
procedure  only  if  it  determines  that 
compliance  with  the  requirement  is  not 
necessary  to  assure  that  the  device  will 
be  safe  and  effective  and  otherwise  in 
compliance  with  the  act. 

The  agency  previously  granted  a 
manufacturer’s  petition  (79P-0294)  for 
exemption  of  its  “scrotal  support”  from 
the  requirement  of  the  GMP  regulation, 
except  §  820.180  (general  requirements 
concerning  records)  and  §  820.198 
(complaint  files).  As  explained  above, 
that  exemption  applies  only  to  the 
petitioner.  In  this  regulation  classifying 
therapeutic  scrotal  supports,  FDA  is 
exempting  from  certain  sections  of  the 
GMP  regulation  all  manufacturers  of  this 
generic  type  of  device.  This  action  is 
consistent  with  the  agency’s  policies 
and  criteria  for  exemption  discussed  in 
the  preamble  to  the  proposed  general 
provisions  for  this  Part,  published  in  the 
Federal  Register  of  August  24, 1979  (44 
FR  49844).  Additional  information 
regarding  the  procedures  for  petitioning 
for  exemptions  or  variances  from  the 
GMP  regulation  is  available,  as 
described  in  a  notice  published  in  the 
Federal  Register  of  January  18, 1980  (45 
FR  3671). 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21866,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
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published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5820,  to  read  as 
follows: 

§  880.5820  Therapeutic  scrotal  support. 

(a)  Identification.  A  therapeutic 
scrotal  support  is  a  device  intended  for 
medical  purposes  that  consist  of  a  pouch 
attached  to  an  elastic  waistband  and 
that  is  used  to  support  the  scrotum  (the 
sac  that  confains  the  testicles). 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31591  Filed  10-20-80;  8:45  am| 
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21  CFR  Part  880 

[Docket  No.  78N-1325] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Piston 
Syringes 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  piston  syringes  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  ll 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7555. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and  . 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49906)  a 
proposed  regulation  to  classify  piston 
syringes  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA.  No  comments 
have  been  received  regarding  the 
proposed  regulation  to  classify  this 
device.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  minor 
editorial  changes  only. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5860,  to  read  as 
follows: 

§  880.5860  Piston  syringe. 

(a)  Identification.  A  piston  syringe  is  a 
device  intended  for  medical  purposes 
that  consists  of  a  calibrated  hollow 
barrel  and  a  movable  plunger.  At  one 
end  of  the  barrel  there  is  a  male 
connector  (nozzle)  for  fitting  the  female 
connector  (hub)  of  a  hypodermic  single 
lumen  needle.  The  device  is  used  to 
inject  fluids  into,  or  withdraw  fluids 
from,  the  body. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513.  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 


Dated:  September  17, 1980. 
William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs.  ^ 

|KR  Doc.  80-31592  Filed  10-20-80:  8:45  am| 
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21  CFR  Part  880 

[Docket  No.  78N-1329] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Umbilical 
Occlusion  Devices 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  umbilical  occlusion 
devices  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49909)  a 
proposed  regulation  to  classify  umbilical 
occlusion  devices  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
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information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
IJ.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.5950,  to  read  as 
follows: 

§  880.5950  Umbilical  occlusion  device. 

(a)  Identification.  An  umbilical 
occlusion  device  is  a  clip,  tie,  tape,  or 
other  article  used  to  close  the  blood 
vessels  in  the  umbilical  cord  of  a 
newborn  infant. 

(b)  Classification.  Class  1  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31593  Filed  10-20-80;  8:45  am) 
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21  CFR  Part  880 

[Docket  No.  78N-1330] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Absorbent 
Tipped  Applicators 

aqency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

Summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  absorbent  tipped 
applicators  into  class  1  (general  controls) 
and  exempting  manufacturers  of  the 
device  from  premarket  notification 
procedures  and  certain  requirements  of 
the  good  manufacturing  practice 
regulation.  The  effect  of  this  rule  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices,  except  for  the  premarket 
notification  procedures  and  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  This  action  is  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 


(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49910)  a 
proposed  regulation  to  classify 
absorbent  tipped  applicators  into  class  1 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  by  adding  new 
Subpart  G  and  new  §  880.6025,  to  read 
as  follows: 

Subpart  G— General  Hospital  and 
Personal  Use  Miscellaneous  Devices 

§  880.6025  Absorbent  tipped  applicator. 

(a)  Identification.  An  absorbent 
tipped  applicator  is  a  device  intended 
for  medical  purposes  that  consists  of  an 
absorbent  swab  on  a  wooden,  paper,  or 
plastic  stick.  The  device  is  used  to  apply 
medications  to,  or  to  take  specimens 
from,  a  patient. 

(b)  Classification.  Class  1  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  If  the  device  is  not 


labeled  or  otherwise  represented  as  / 
sterile,  it  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820,  with  the  exception  of  §  820.180, 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31594  Filed  10-20-80;  8:45  ami 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-1332] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Ice  Bags 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  ice  bags  into  class  I 
(general  controls)  and  exempting 
manufacturers  of  the  device  from 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issse 
of  the  Federal  Register  (44  FR  49912)  a 
proposed  regulation  to  classify  ice  bags 
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into  class  I  (general  controls).  A  period 
of  60  days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Slat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6050,  to  read  as 
follows: 

§  880.6050  Ice  bag. 

(a)  Identification.  An  ice  bag  is  a 
device  intended  for  medical  purposes 
that  is  in  the  form  of  a  container 
intended  to  be  filled  with  ice  that  is  used 
to  apply  dry  cold  therapy  to  an  area  of 
the  body.  The  device  may  include  a 
holder  that  keeps  the  bag  in  place 
against  an  external  area  of  the  patient. 

(b)  Classification.  Class  1  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  If  the  device  is  not 
labeled  or  otherwise  represented  as 
sterile,  it  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820,  with  the  exception  of  §  820.180. 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540-/ 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31595  Filed  10-20-80:  8:45  am| 

BILUNG  CODE  4110-03-M 


21  CFR  Part  880 
[Docket  No.  78N-1333] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Medical 
Disposable  Bedding 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  medical  disposable 
bedding  into  class  I  (general  controls) 
and  exempting  manufacturers  of  the 
device  from  certain  requirements  of  the 
good  manufacturing  practice  regulation. 
The  effect  of  this  rule  is  to  require  that 
the  device  meet  only  the  general 
controls  applicable  to  all  devices,  except 
for  certain  requirements  of  the  good 
manufacture  in  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49913)  a 
proposed  regulation  to  classify 
disposable  bedding  into  class  1  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

One  comment  was  received.  The 
comment  suggested  that  disposable 
bedding  should  not  be  considered  a 
medical  device.  The  comment  said  that 
disposable  bedding  is  not  recognized  in 
the  National  Formulary  (NF)  or  the 
United  States  Pharmacopeia  (USP)  and 
that  it  does  not  meet  the  definition  of 
“device”  in  the  Federal  Food,  Drug,  and 
Cosmetic  Act.  The  comment  also  stated 
that  non-disposable  bedding  and  other 
articles  such  as  face  cloths  and  towels 
are  not  considered  devices. 

FDA  agrees  with  the  comment  that 
not  all  disposable  bedding  are  devices. 
FDA  points  out,  however,  that  inclusion 


in  the  NF  or  the  USP  is  only  one  of  three 
criteria  for  treatment  as  a  "device."  See 
section  201(h)  of  the  act  (21  U.S.C. 

321(h)).  the  agency  has  made  minor 
changes  in  the  name  and  the 
identification  of  the  device  to  make 
clear  that  the  rule  applies  only  to 
disposable  bedding  that  is  intended  to 
be  used  for  medical  purposes. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  these  changes. 

The  agency  has  determined  that 
compliance  with  the  GMP  regulation, 
except  for  §  820.180  (general 
requirements  concerning  records)  and 
§  820.198  (complaint  files),  is  not 
required  to  assure  that  medical 
disposable  bedding  will  be  safe  and 
effective  and  otherwise  in  compliance 
with  the  act.  The  agency  has  based  its 
determination  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device,  the  agency  is 
not  exempting  manufacturers  of  medical 
disposable  bedding  from  the 
requirements  of  §§  820.180  or  820.198 
because  it  has  determined  that 
compliance  with  these  sections  is  in  the 
public  interest  and  will  not  be  unduly 
burdensome  for  device  manufacturers. 

There  are  two  procedures  by  which 
FDA  may  exempt  a  manufacturer  of  a 
device  from  complying  with  any  or  all  of 
the  requirements  of  the  GMP  regulation. 
First,  manufacturer  of  a  device  subject 
to  any  requirement  under  the  GMP 
regulation  may  petition  the  agency 
pursuant  to  section  520(f)(2)(A)  of  the 
act  (21  U.S.C.  360j(f)(2)(A))  for  an 
exemption  or  variance  from  the 
requirement.  An  exemption  granted  in 
response  to  such  a  petition  applies  only 
to  the  manufacturer  who  submitted  the 
petition.  Second,  in  classifying  a  medical 
device  into  class  I  under  section  513  of 
the  Act  (21  U.S.C.  360c),  the  agency  may 
determine  that  certain  of  the 
requirements  of  the  GMP  regulation 
shall  not  apply  to  the  device.  In  that 
instance,  the  exemption  applies  to  all 
manufacturers  of  the  generic  type  of 
device  that  is  the  subject  of  the 
classification  regulation.  The  agency 
may  grant  an  exemption  under  either 
procedure  only  if  it  determines  that 
compliance  with  the  requirement  is  not 
necessary  to  assure  that  the  device  will 
be  safe  and  effective  and  otherwise  in 
compliance  with  the  act. 

The  agency  previously  granted  a 
manufacturer's  petition  (79P-0290)  for 
exemption  of  its  "waterproof  sheeting" 
from  the  requirement  of  the  GMP 
regulation,  except  §  280.180  (general 
requirements  concerning  records)  and  v 
§  820.198  (complaint  files).  As  explained 
above,  that  exemption  applies  only  to 
the  petitioner.  In  this  regulation 
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classifying  medical  disposable  bedding, 
FDA  is  exempting  from  certain  sections 
of  the  GMP  regulation  all  manufacturers 
of  this  generic  type  of  device.  This 
action  is  consistent  with  the  agency’s 
policies  and  criteria  for  exemption 
discussed  in  the  preamble  to  the 
proposed  general  provisions  for  this 
Part,  published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844). 

Additional  information  regarding  the 
procedures  for  petitioning  for 
exemptions  or  variances  from  the  GMP 
regulation  is  available,  as  described  in  a 
notice  published  in  the  Federal  Register 
of  January  18, 1980  (45  FR  3671). 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a)  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6060,  to  read  as 
follows: 

§  880.6060  Medical  disposable  bedding. 

(a)  Identification.  Medical  disposable 
bedding  is  a  device  intended  for  medical 
purposes  to  be  used  by  one  patent  for  a 
period  of  time  and  then  discarded.  This 
generic  type  of  device  may  include 
disposable  bedsheets,  bedpads,  pillows 
and  pillowcases,  blankets,  emergency 
rescue  blankets,  or  waterproof  sheets. 

(b)  Classification.  Class  I  (general 
controls).  If  the  device  is  not  labeled  or 
otherwise  represented  as  sterile,  it  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31596  Filed  10-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 
(Docket  No.  78N-1 334] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Bed  Boards 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  bed  boards  into  class  I 
(general  controls)  and  exempting 
manufacturers  of  the  device  from 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  date:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49914)  a 
proposed  regulation  to  classify  bed 
boards  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 


new  names  and  with  a  new  structure. 

FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 

Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6070,  to  read  as 
follows: 

§880.6070  Bed  board. 

(a)  Identification.  A  bed  board  is  a 
device  intended  for  medical  purposes 
that  consists  of  a  stiff  board  used  to 
increase  the  firmness  of  a  bed. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31597  Filed  10-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  PART  880 
[Docket  No.  78N-1335] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of 
Cardiopulmonary  Resuscitation 
Boards 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary 
resuscitation  boards  into  class  1  (general 
controls)  and  exempting  manufacturers  . 
of  the  device  from  premarket 
notification  procedures  and  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  The  effect  of  this 
rule  is  to  require  that  the  device  meet 
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only  the  general  controls  applicable  to 
all  devices,  except  for  the  premarket 
notification  procedures  and  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  This  action  is  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49915)  a 
proposed  regulation  to  classify 
cardiopulmonary  resuscitation  boards 
into  class  I  (general  controls).  A  period 
of  60  days  was  provided  for  interested 
persons  to  submit  comments  to  FDA.  No 
comments  have  been  received  regarding 
the  proposed  regulation  to  classify  this 
device.  Accordingly,  the  proposed 
regulation  is  being  adopted  without 
change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6080  to  read  as 
follows: 

§  880.6080  Cardiopulmonary  resuscitation 
board. 

(a)  Identification.  A  cardiopulmonary 
resuscitation  board  is  a  device 
consisting  of  a  rigid  board  which  is 


placed  under  a  patient  to  act  as  a 
support  during  cardiopulmonary 
resuscitation. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31598  Filed  10-20-80;  8:45  am| 
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21  CFR  Part  880 

(Docket  No.  78N-1336I 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Hot/Cold 
Water  Bottles 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  hot /cold  water  bottles 
into  class  I  (general  controls)  and 
exempting  manufacturers  of  the  device 
from  premarket  notification  procedures 
and  certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical ' 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 


(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49916)  a 
proposed  regulation  to  classify  hot/cold 
water  bottles  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672-and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6085,  to  read  as 
follows: 

§  880.6085  Hot/cold  water  bottle. 

(a)  Identification.  A  hot/cold  water 
bottle  is  a  device  intended  for  medical 
purposes  that  is  in  the  form  of  a 
container  intended  to  be  filled  with  hot 
or  cold  water  to  apply  heat  or  cold  to  an 
area  of  the  body. 

(b)  Classification.  Class  1  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31599  Filed  10-20-80:  8:45  am| 
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21  CFR  Part  880 

(Docket  No.  78N-1338] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Ethylene 
Oxide  Gas  Aerator  Cabinets 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  ethylene  oxide  gas 
aerator  cabinets  into  class  II 
performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  date:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49917)  a 
proposed  regulation  to  classify  aerator 
cabinets  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
name  and  identification  of  the  device  to 
clarify  that  the  device  is  intended  for 
use  by  a  health  care  provider  to  remove 
ethylene  oxide  gas  and  that  this  generic 
class  of  device  may  include  a  heater  to 
warm  the  circulating  air.  Accordingly, 
the  proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 


26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6100,  to  read  as 
follows: 

§  880.6100  Ethylene  oxide  gas  aerator 
cabinet. 

(a)  Identification.  An  ethyene  oxide 
gas  aerator  cabinet  is  a  device  that  is 
intended  for  use  by  a  health  care 
provider  and  consists  of  a  cabinet  with 
a  ventilation  system  designed  to 
circulate  and  exchange  the  air  in  the 
cabinet  to  shorten  the  time  required  to 
remove  residual  ethylene  oxide  (ETO) 
from  wrapped  medical  devices  that  have 
undergone  ETO  sterilization.  The  device 
may  include  a  heater  to  warm  the 
circulating  air. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31600  Filed  10-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 

(Docket  No.  78N-1340] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Medical 
Chairs  and  Tables 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  medical  chairs  and 
tables  into  class  I  (general  controls)  and 
exempting  manufacturers  of  the  device 
from  premarket  notification  procedures 
and  certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 


action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49918)  a 
proposed  regulation  to  classify  medical 
chairs  and  tables  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  minor  clarifying  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6140,  to  read  as 
follows: 

§  880.6140  Medical  chair  and  table. 

(a)  Identification.  A  medical  chair  or 
table  is  a  device  intended  for  medical 
purposes  that  consists  of  a  chair  or  table 
without  wheels  and  not  electrically 
powered  which,  by  reason  of  special 
shape  or  attachments,  such  as  food  trays 
or  headrests,  or  special  features  such  as 
a  built-in  raising  and  lowering 
mechanism  or  removable  arms,  is 


■ 
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intended  for  use  of  blood  donors, 
geriatric  patients,  or  patients  undergoing 
treatment  or  examination. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31601  Filed  10-20-80;  8:45  am) 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 

(Docket  No.  78N-1341] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Ultrasonic 
Cleaners  for  Medical  Instruments 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  ultrasonic  cleaners  for 
medical  instruments  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49919)  a 
proposed  regulation  to  classify 
ultrasonic  cleaners  for  medical 


instruments  into  class  I.  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

1.  Four  comments  disagreed  with  the 
treatment  of  ultrasonic  cleaners  as 
medical  devices.  The  comments  stated 
that  the  manufacturers  of  ultrasonic 
cleaners  often  do  not  know  and  cannot 
control  the  ultimate  use  of  these 
products,  and  that  the  majority  of  them 
are  used  in  industrial  situations  and  are 
without  medical  claims. 

FDA  agrees  with  these  comments.  The 
agency  considers  only  those  ultrasonic 
cleaners  that  are  intended  for  cleaning 
medical  instruments  to  be  medical 
devices. 

2.  Two  comments  stated  that  FDA  had 
previously  removed  ultrasonic  cleaners 
from  the  list  of  medical  devices. 

FDA  confirms  that  ultrasonic  cleaners 
that  are  not  intended  for  cleaning 
medical  instruments  have  been  removed 
from  the  list  of  medical  devices.  % 

3.  One  comment  suggested  that 
ultrasonic  cleaners  for  medical 
instruments  should  be  exempt  from 
premarket  notification  because 
ultrasonic  cleaners  have  been 
manufactured  for  more  than  thirty  years 
and  a  premarket  notification  of  a 
manufacturer’s  intent  to  market  the 
device  is  unnecessary.  The  comment 
also  suggested  that  the  device  be 
exempt  from  the  good  manufacturing 
practice  regulation  because  the  quality 
of  the  device  is  easily  discernible  and 
defects  are  readily  apparent  to  the  user. 

FDA  disagrees  with  this  comment. 

The  agency  believes  that  it  is  necessary 
for  the  protection  of  the  public  health 
that  FDA  receive  premarket  notification 
submissions  concerning  ultrasonic 
cleaners  medical  instruments.  The 
agency  also  believes  that  manufacturers 
of  the  device  must  comply  with  the  good 
manufacturing  practice  regulation  to 
assure  safety  and  effectiveness  of  the 
device. 

4.  One  comment  objected  to  the  panel 
recommendation  that  the  device  be 
labeled  advising  the  user  to  check 
periodically  the  level  of  energy  emitted 
by  the  device,  maintaining  that  this  was 
unnecessary  because  it  could  be  readily 
observed  if  the  device  was  functioning 
and  that  any  failure  would  probably  be 
so  catastrophic  that  the  device  would 
cease  to  function. 

FDA  believes  that  it  is  prudent  to 
check  all  electronic  medical  devices 
periodically  even  if  many  failures  are 
readily  apparent. 

5.  A  comment  stated  that  the  cleaning 
ability  of  an  ultrasonic  cleaner  was  in 
large  measure  dependent  on  the 
particular  cleaning  solution  used  and 
that  health  hazards  are  more  likely  from 
the  solution  than  the  device. 


FDA  agrees  that  the  cleaning  solution 
used  in  an  ultrasonic  cleaner  for  medical 
instruments  is  important  in  ihe  cleaning 
process  but  believes  the  cleaning  power 
of  the  solution  is  also  dependent  upon 
the  proper  operation  of  the  ultrasonic 
cleaner. 

The  agency  has  made  minor  changes 
in  the  identification  of  the  device  to 
clarify  that  the  rule  applies  only  to  those 
devices  that  are  intended  for  cleaning 
medical  instruments.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52,  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6150,  to  read  as 
follows: 

§  880.61 50  Ultrasonic  cleaner  for  medical 
instruments. 

(a)  Identification.  An  ultrasonic 
cleaner  for  medical  instruments  is  a 
device  intended  for  cleaning  medical 
instruments  by  the  emission  of  high 
frequency  soundwaves. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (  21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-31602  Filed  10-20-80;  8:45  am| 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 

[Docket  No.  78N-1342] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Specimen 
Containers 

agency:  Food  and  Drug  Administration. 
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action;  Final  rule. _ 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  specimen  containers  into 
class  I  (general  controls)  and  exempting 
manufacturers  of  the  device  from 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT*. 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49920)  a 
proposed  regulation  to  classify  specimen 
containers  into  class  I  (general  controls). 
A  period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

One  comment  agreed  with  the 
proposal  that  specimen  containers  be 
classified  into  class  I,  and  suggested 
that  nonsterile  specimen  containers,  but 
not  sterile  specimen  containers,  be 
exempted  from  premarket  notificaiton 
requirements  and  the  good 
manufacturing  practice  (GMP) 
regulation.  The  comment  stated  that  the 
safety  and  effectiveness  of  a  nonsterile 
specimen  container  is  not  improved  by 
manufacture  in  accordance  with  the 
GMP  regulation  and  that  all  defects 
occurring  in  a  nonsterile  specimen 
container  are  readily  discernible  to  the 
user.  The  comment  further  stated  that 
because  there  is  not  much  risk  in  the  use 
of  nonsterile  specimen  containers,  there 
is  no  need  to  require  premarket 
notifications  under  section  510(k)  prior 
to  their  introduction  into  the  market. 

The  comment  also  stated  that  FDA 
could  protect  the  public  health  by 
requiring  registration  and  listing 


information  for  manufacturers  of 
nonsterile  specimen  containers. 

FDA  agrees  with  the  comment  and 
has  also  decided  that  it  is  not  necessary 
for  the  protection  of  the  public  health  to 
receive  premarket  notification 
submissions  concerning  sterile  specimen 
containers.  The  agency  believes  that  the 
semiannual  updating  of  device  listing 
under  section  510(j)(2)  will  provide  FDA 
with  adequate  notice  concerning  new 
products  within  this  generic  type  of 
device.  Therefore,  the  agency  has 
decided  to  exempt  manufacturers  of 
specimen  containers  from  premarket 
notification  under  section  510(k)  of  the 
act  and  Subpart  E  of  Part  807  of  the 
regulations  (21  CFR  Part  807).  The 
agency  does  not  at  this  time  anticipate 
that  premarket  approval  will  be  required 
for  this  device. 

The  agency  has  also  decided  that  a 
manufacturer  of  a  specimen  container 
who  doe?  not  label  or  otherwise 
represent  it  as  sterile  be  exempt,  in  the 
manufacture  of  the  device,  from  all 
requirements  in  the  GMP  regulation 
except  §  820.180  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  with  respect  to  complaint  files. 
The  agency  believes  that  a  manufacturer 
of  a  specimen  container,  even  when  it  is 
not  labeled  or  otherwise  represented  as 
sterile,  must  still  be  required  to  comply 
with  the  complaint  file  requirements  to 
ensure  that  these  manufacturers  have 
adequate  systems  for  complaint 
investigation  and  followup.  The  agency 
also  believes  that  manufacturers  of 
specimen  containers  also  must  still  be 
required  to  comply  with  the  general 
requirements  concerning  records  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects,  and  determine 
whether  the  exemption  from  other 
sections  of  the  GMP  regulation  is  still 
appropriate.  A  manufacturer  of  a 
specimen  container  that  is  labeled  or 
otherwise  represented  as  sterile  is,  in 
the  manufacture  of  this  device,  subject 
to  the  GMP  regulation  in  its  entirety. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  these  changes. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  the  Commissioner  of  Food 
and  Drugs  (21  CFR  5.1),  Part  880  is 
amended  in  Subpart  G  by  adding  new 
§  880.6175,  to  read  as  follows: 

§  880.6175  Specimen  container. 

(a)  Identification.  A  specimen 
container  is  a  device  intended  for 
medical  purposes,  that  may  be  labeled 
or  otherwise  represented  as  sterile  and 


that  is  used  for  the  collection  and 
transport  of  body  waste,  body  exudate, 
or  tissue  samples. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  If  the  device  is  not 
labeled  or  otherwise  represented  as 
sterile,  it  is  also  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820,  with  the  exception  of  §  820.180, 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(PR  Doc.  80-31603  Filed  10-20-80;  8:45  am] 
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21  CFR  Part  880 

[Docket  No.  78N-1343] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Cast  Covers 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cast  covers  into  class  I 
(general  controls)  and  exempting 
manufacturers  of  the  device  from 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
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(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49921)  a 
proposed  regulation  to  classify  cast 
covers  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

One  comment  was  received.  The 
comment  agreed  with  the  proposed 
classification  and  proposed  exemption 
for  cast  covers.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6185,  to  read  as 
follows: 

§  880.6165  Cast  cover. 

(a)  Identification.  A  cast  cover  is  a 
device  intended  for  medical  purposes 
that  is  made  of  waterproof  material  and 
placed  over  a  cast  to  protect  it  from 
getting  wet  during  a  shower  or  a  bath. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from 
premarket  notification  procedures  in 
Subpart  807.  If  the  device  is  not  labeled 
or  otherwise  represented  as  sterile  it  is 
also  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820,  with  the  exception  of  §  820.180, 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated;  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-31604  Filed  10-20-80;  8:45  am( 
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21  CFR  Part  880 
[Docket  No.  78N-1344] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Mattress 
Covers  for  Medical  Purposes 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  mattress  covers  for 
medical  purposes  into  class  I  (general 
controls)  and  exempting  manufacturers 
of  the  device  from  certain  requirements 
of  the  good  manufacturing  practice 
regulation.  The  effect  of  this  rule  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices,  except  for  certain  requirements 
of  the  good  manufacturing  practice 
regulation.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49922)  a 
proposed  regulation  to  classify  mattress 
covers  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

One  comment  was  received.  The 
comment  stated  that  the  device  is 
usually  used  to  protect  a  mattress  and 
that  for  this  intended  use  it  does  not  fit 
the  definition  of  “device"  in  the  Federal 
Food,  Drug,  and  Cosmetic  Act.  The 
comment  recommended  that  the 
classification  name  of  the  device  be 
changed  to  a  name  more  descriptive  of 
the  products  that  may  fit  this  definition 
and  that  the  identification  of  the  device 
be  clarified  to  eliminate  those  mattress 
covers  that  do  not  fall  within  this 
definition. 

FDA  has  carefully  considered  this 


comment  and  agrees  that  the  majority  of 
mattress  covers  are  intended  solely  to 
protect  the  mattress  and  are  not 
intended  for  medical  purposes. 

Therefore,  the  agency  has  made  minor 
changes  in  the  name  and  the 
identification  of  the  device  to  clarify 
that  the  rule  applies  only  to  those 
devices  that  are  intended  for  medical 
purposes.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513. 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6190,  to  read  as 
follows: 

§  880.6190  Mattress  cover  for  medical 
purposes. 

(a)  Identification.  A  mattress  cover  for 
medical  purposes  is  a  device  intended 
for  medical  purposes  that  is  used  to 
protect  a  mattress.  It  may  be  electrically 
conductive  or  contain  a  germicide. 

(b)  Classification.  Class  I  (general 
controls).  If  the  device  is  not  labeled  or 
otherwise  represented  as  sterile,  it  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31605  Filed  10-20-80;  6:45  amj 
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21  CFR  Part  880 

[Docket  No.  78N-1345] 

General  Hospital  and  Personal  Use  - 
Devices;  Classification  of  Ring  Cutters 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  ring  cutters  to  class  I 
(general  controls)  and  exempting 
manufacturers  of  the  device  from 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
appplicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the  * 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49923)  a 
proposed  regulation  to  classify  ring 
cutters  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 


preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6200,  to  read  as 
follows: 

§  880.6200  Ring  cutter. 

(a)  Identification.  A  ring  cutter  is  a 
device  intended  for  medical  purposes 
that  is  used  to  cut  a  ring  on  a  patient's 
finger  so  that  the  ring  can  be  removed. 
The  device  incorporates  a  guard  to 
prevent  injury  to  the  patient’s  finger. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
oomplaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-31606  Filed  10-20-80;  8:45  am) 
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21  CFR  Part  880 

[Docket  No.  78N-1346J 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Tongue 
Depressors 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  tongue  depressors  into 
class  I  (general  controls)  and  exempting 
manufacturers  of  the  device  from 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  date:  November  20, 1980. 


FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49924)  a 
proposed  regulation  to  classify  tongue 
depressors  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA.  No  comments 
have  been  received  regarding  the 
proposed  regulation  to  classify  this 
device.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  only  a 
minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6230,  to  read  as 
follows: 

§  880.6230  Tongue  depressor. 

(a)  Identification.  A  tongue  depressor 
is  a  device  intended  to  displace  the 
tongue  to  facilitate  examination  of  the 
surrounding  organs  and  tissues. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  If  the  device  is  not 
labeled  or  otherwise  represented  as 
sterile,  it  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820,  with  the  exception  of  §  820.180, 


Federal  Register  /  Vol.  45,  No,  205  /  Tuesday,  October  21,  1980  /  Rules  and  Regulations  69723 


with  respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Slat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31607  Filed  10-20-80;  8  45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-1347] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Patient 
Examination  Gloves 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  patient  examination 
gloves  into  class  I  (general  controls)  and 
exempting  manufacturers  of  the  device 
from  premarket  notification  procedures 
and  certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49926)  a 
proposed  regulation  to  classify  patient 
examination  gloves  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 


No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

The  agency  has  determined  that 
compliance  with  the  GMP  regulation, 
except  for  §  820.180  (general 
requirements  concerning  records)  and 
§  820.198  (complaint  files),  is  not 
required  to  assure  that  patient 
examination  gloves  will  be  safe  and 
effective  and  otherwise  in  compliance 
with  the  act.  The  agency  has  based  its 
determination  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device.  The  agency 
is  not  exempting  manufacturers  of 
patient  examination  gloves  from  the 
requirements  of  §  §  820.180  or  820.198 
because  it  has  determined  that 
compliance  with  these  sections  is  in  the 
public  interest  and  will  not  be  unduly 
burdensome  for  device  manufacturers. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  these  changes. 

There  are  two  procedures  by  which 
FDA  may  exempt  a  manufacturer  of  a 
device  from  complying  with  any  or  all  of 
the  requirements  of  the  GMP  regulation. 
First,  a  manufacturer  of  a  device  subject 
to  any  requirement  under  the  GMP 
regulation  may  petition  the  agency 
pursuant  to  section  520(f)(2)(A)  of  the 
act  (21  U.S.C.  360j(f)(2)(A))  for  an 
exemption  or  variance  from  the 
requirement.  An  exemption  granted  in 
response  to  such  a  petition  applies  only 
to  the  manufacturer  who  submitted  the 
petition.  Second,  in  classifying  a  medical 
device  into  class  I  under  section  513  of 
the  act  (21  U.S.C.  360c),  the  agency  may 
determine  that  certain  of  the 
requirements  of  the  GMP  regulation 
shall  not  apply  to  the  device.  In  that 
instance,  the  exemption  applies  to  all 
manufacturers  of  the  generic  type  of 
device  that  is  the  subject  of  the 
classification  regulation.  The  agency 
may  grant  an  exemption  under  either 
procedure  only  if  it  determines  that 
compliance  with  the  requirement  is  not 
necessary  to  assure  that  the  device  will 
be  safe  and  effective  and  otherwise  in 
compliance  with  the  act. 

The  agency  previously  granted  a 
manufacturer’s  petition  (79P-0320)  for 
exemption  of  its  “nonsterile  patient 
examination  gloves”  from  the 
requirement  of  the  GMP  regulation, 
except  §  820.180  (general  requirements 
concerning  records)  and  §  820.198 
(complaint  files).  As  explained  above, 
that  exemption  applied  only  to  the 
petitioner.  In  this  regulation  classifying 
patient  examination  gloves,  FDA  is 
exempting  from  certain  sections  of  the 


GMP  regulation  all  manufacturers  of  this 
generic  type  of  device.  This  action  is 
consistent  with  the  agency’s  policies 
and  criteria  for  exemption  discussed  in 
the  preamble  to  the  proposed  general 
provisions  for  this  Part,  published  in  the 
Federal  Register  of  August  24, 1979  (44 
FR  49844).  Additional  information 
regarding  the  procedures  for  petitioning 
for  exemptions  or  variances  from  the 
GMP  regulation  is  available,  as 
described  in  a  notice  published  in  the 
Federal  Register  of  January  18, 1980  (45 
FR  3671). 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6250,  to  read  as 
follows: 

§  880.6250  Patient  examination  glove. 

(a)  Identification.  A  patient 
examination  glove  is  a  disposable 
device  intended  for  medical  purposes 
that  is  worn  on  the  examiner's  hand  or 
finger  to  prevent  contamination  between 
patient  and  examiner. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  If  the  device  is  not 
labeled  or  otherwise  represented  as 
sterile,  it  is  also  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820,  with  the  exception  of  §  820.180. 
with  respect  to  general  requirements 
concerning  records  and  §  820.198,  with 
respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  60-31608  Filed  10-20-80;  8:45  am) 
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21  CFR  Part  880 
[Docket  No.  78N-1348] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Examination 
Gowns 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  examination  gowns  into 
class  I  (general  control)  and  exempting 
manufacturers  of  the  device  from 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical- 
Device  Amendments  of  1970. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49927)  a 
proposed  regulation  to  classify 
examination  gowns  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 


new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6265,  to  read  as 
follows: 

§  880.6265  Examination  gown. 

(a)  Identification.  An  examination 
gown  is  a  device  intended  for  medical 
purposes  that  is  made  of  cloth,  paper,  or 
other  material  that  is  draped  over  or 
worn  by  a  patient  as  a  body  covering 
during  a  medical  examination. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  If  the  device  is  not 
labeled  or  otherwise  represented  as 
sterile,  it  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820,  with  the  exception  of  §  820.180, 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-31609  Filed  10-20-80;  8:45  am| 
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21  CFR  Part  880 
[Docket  No.  78N-1383] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Medical 
Insoles 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  Medical  insoles  into 
class  I  (general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 


Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49928)  a 
proposed  regulation  to  classify  medical 
insoles  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6280,  to  read  as 
follows: 

§  880.6280  Medical  insole. 

(a)  Identification.  A  medical  insole  is 
a  device  intended  for  medical  purposes 
that  is  placed  inside  a  shoe  to  relieve 
the  symptoms  of  athlete’s  foot  infection 
by  absorbing  moisture. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 
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Dated:  September  17, 1980. 
William  V.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31610  Filed  10-20-60;  8:45  am] 
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21  CFR  Part  880 
(Docket  No.  78N-13841 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  AC-Powered 
Medical  Examination  Lights 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  AC-powered  medical 
examination  lights  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD&20910,  301^27-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49929)  a 
proposed  regulation  to  classify  AC- 
powered  examination  lights  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
name  and  identification  of  the  device  to 
clarify  that  the  rule  applies  only  to  those 
devices  that  are  intended  to  be  used  for 
medical  purposes.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 


classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  890  in  Subpart  G  by 
adding  new  §  890.6320,  to  read  as 
follows: 

§  890.6320  AC-powered  medical 
examination  light. 

(a)  Identification.  An  AC-powered 
medical  examination  light  is  an  AC- 
powered  device  intended  for  medical 
purposes  that  is  used  to  illuminate  body 
surfaces  and  cavities  during  a  medical 
examination. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-31611  Filed  10-20-80: 8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 
[Docket  No.  78N-1350] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Battery- 
Powered  Medical  Examination  Lights 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  battery-powered 
medical  examination  lights  into  class  I 
(general  controls)  and  exempting 
manufacturers  of  the  device  from 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 


manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470).  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
develpment  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49930)  a 
proposed  regulation  to  classify  battery- 
powered  examination  lights  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  to  the 
name  and  identification  of  the  device  to 
make  it  clear  that  the  rule  applies  only 
to  those  devices  that  are  intended  to  be 
used  for  medical  purposes.  Accordingly, 
the  proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19. 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  the  Commissioner  of  Food 
and  Drugs  (21  CFR  5.1),  Part  880  is 
amended  in  Subpart  G  by  adding  new 
§  880.6350,  to  read  as  follows: 

§  880.6350  Battery-powered  medical 
examination  light 

(a)  Identification.  A  battery-powered 
medical  examination  light  is  a  battery- 
powered  device  intended  for  medical 


69726  Federal  Register  /  Vol.  45,  No.  205  /  Tuesday,  October  21,  1980  /  Rules  and  Regulations 


purposes  that  is  used  to  illuminate  body 
surfaces  and  cavities  during  a  medical 
examination. 

(b)  Classification.  Class  1  (general 
controls).  The  device  is  exempt  from 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31612  Filed  10-20-80. 8:45  am| 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 
[Docket  No.  78N-1351] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Patient 
Lubricants 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  patient  lubricants  into 
class  1  (general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49931)  a 
proposed  regulation  to  classify  patient 
lubricants  into  class  I  (general  controls). 


A  period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA.  No  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  only  a  minor 
clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6375,  to  read  as 
follows: 

§  880.6375  Patient  lubricant. 

(a)  Identification.  A  patient  lubricant 
is  a  device  intended  for  medical 
purposes  that  is  used  to  lubricate  a  body 
orifice  to  facilitate  entry  of  a  diagnostic 
or  therapeutic  device. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31613  Filed  10-20-60:  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 
[Docket  No.  78N-1386] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Liquid 
Medication  Dispensers 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  liquid  medication 
dispensers  into  class  I  (general  controls) 
and  exempting  manufacturers  of  the 
device  from  premarket  notification 


procedures  and  certain  requirements  of 
the  good  manufacturing  practice 
regulation.  The  effect  of  this  rule  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices,  except  for  the  premarket 
notification  procedures  and  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  This  action  is  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49932)  a 
proposed  regulation  to  classify  liquid 
medication  dispensers  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6430,  to  read  as 
follows: 
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§  880.6430  Liquid  medication  dispenser. 

(a)  Identification.  A  Liquid  medication 
dispenser  is  a  device  intended  for 
medical  purposes  that  is  used  to  issue  a 
measured  amount  of  liquid  medication. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  ef  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31614  Filed  10-20-80;  8:45  am] 

BILLING  CODE  411O-03-M 


21  CFR  Part  880 

[Docket  No.  78N-1353] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Skin 
Pressure  Protectors 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  skin  pressure  protectors 
into  class  I  (general  controls)  and 
exempting  manufacturers  of  the  device 
from  premarket  notification  procedures 
and  certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 


Personal  Use  Device  Section  of  the  * 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49933)  a 
proposed  regulation  to  classify  skin 
pressure  protectors  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA.  Two 
comments  were  received.  The  comments 
agreed  with  the  proposed  classification 
and  proposed  exemption  for  skin 
pressure  protectors.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055, 90  Stat.  540-548  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6450,  to  read  as 
follows: 

§  880.6450  Skin  pressure  protectors. 

(a)  Identification.  A  skin  pressure 
protector  is  a  device  intended  for 
medical  purposes  that  is  used  to  reduce 
pressure  on  the  skin  over  a  bony 
prominence  to  reduce  the  likelihood  of 
the  patient’s  developing  decubitus  ulcers 
(bedsores). 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  dfevice  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513.  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated  September  17, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-31615  Filed  10-20-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  880 

[Docket  No.  78N-1354] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Medical 
Ultraviolet  Air  Purifiers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  medical  ultraviolet  air 
purifiers  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  11  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49935)  a 
proposed  regulation  to  classify  medical 
ultraviolet  air  purifiers  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  changes  in  the  name 
and  the  identification  of  the  device  to 
clarify  that  the  rule  applies  only  to  those 
devices  that  are  intended  for  medical 
purposes.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
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them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 

FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6500,  to  read  as 
follows: 

§  880.6500  Medical  ultraviolet  air  purifier. 

(a)  Identification.  A  medical 
ultraviolet  air  purifier  is  a  device 
intended  for  medical  purposes  that  is 
used  to  destroy  bacteria  in  the  air  by 
exposure  to  ultraviolet  radiation. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-31616  Filed  10-20-80.  8:45  am| 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 
(Docket  No.  78N-1355] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Medical 
Ultraviolet  Water  Purifiers 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  medical  ultraviolet 
water  purifiers  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 


Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49935)  a 
proposed  regulation  to  classify 
ultraviolet  water  purifiers  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
name  and  identification  of  the  device  to 
clarify  the  rule  applies  only  to  those  * 
devices  that  are  intended  for  medical 
purposes.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  these 
changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  und  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6710,  to  read  as 
follows: 

§  880.6710  Medical  ultraviolet  water 
purifier. 

(a)  Identification.  A  medical 
ultraviolet  Water  purifier  is  a  device 
intended  for  medical  purposes  that  is 
used  to  destroy  bacteria  in  water  by 
exposure  to  ultraviolet  radiation. 

(b)  Classification.  Class  II 
‘(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 


(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31617  Filed  10-20-80: 8:45  am| 

BILLING  CODE  4110-03-M 

21  CFR  Part  880 

[Docket  No.  78N-1356] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Body  Waste 
Receptacles 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  body  waste  receptacles 
into  class  I  (general  controls)  and 
exempting  manufacturers  of  the  device 
from  premarket  notification  procedures 
and  certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49936)  a 
proposed  regulation  to  classify  body 
waste  receptacles  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  only  minor  clarifying 
changes. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provision, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6730,  to  read  as 
follows: 

§  880.6730  Body  waste  receptacle. 

(a)  Identification.  A  body  waste 
receptacle  is  a  device  intended  for 
medical  purposes  tht  is  not  attached  to 
the  body  and  that  is  used  to  collect  the 
body  wastes  of  a  bed  patient. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820.  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-31618  Filed  10-20-80;  8:45  am] 
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21  CFR  Part  880 

l Docket  No.  78N-1357) 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Vaccuum- 
Powered  Body  Fluid  Suction 
Apparatus 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final" 
rule  classifying  vacuum-powered  body 
fluid  suction  apparatus  into  class  II# 
(performance  standards).  The  effect  of 


classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49938)  a 
proposed  regulation  to  classify  vacuum- 
powered  body  fluid  suction  apparatus 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  a  minor  editorial  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6740,  to  read  as 
follows: 

§  880.6740  Vacuum-powered  body  fluid 
suction  apparatus. 

(a)  Identification.  A  vacuum-powered 
body  fluid  suction  apparatus  is  a  device 


used  to  aspirate,  remove,  or  sample 
body  fluids.  The  device  is  powered  by 
an  external  source  of  vacuum.  This 
generic  type  of  device  includes  vacuum 
regulators,  vacuum  collection  bottles, 
suction  catheters  and  tips,  connecting 
flexible  aspirating  tubes,  rigid  suction 
tips,  specimen  traps,  noninvasive  tubing, 
and  suction  regulators  (with  gauge). 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31619  Filed  10-20-80;  8:45  am) 
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21  CFR  Part  880 

(Docket  No.  78N-1358] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Protective 
Restraints 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  protective  restraints  into 
class  I  (general  controls)  and  exempting 
manufacturers  of  the  device  from 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
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Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49939)  a 
proposed  regulation  to  classify 
protective  restraints  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

Two  comments  were  received.  The 
comments  agreed  with  the  proposed 
classification  and  proposed  exemption 
for  protective  restraints.  Accordingly, 
the  proposed  regulation  is  being  adopted 
with  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26. 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6760,  to  read  as 
follows: 

§  880.6760  Protective  Restraint 

(a)  Identification.  A  protective 
restraint  is  a  device,  usually  a  wristlet, 
anklet,  or  other  type  of  strap,  that  is 
intended  for  medical  purposes  and  that 
limits  a  patient's  movements  to  the 
extent  necessary  for  treatment, 
examination,  or  protection  of  the 
patient. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  is  also 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31620  Filed  10-20-80:  8:45  ami 
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21  CFR  Part  880 

[Docket  No.  78N-1359] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Powered 
Patient  Transfer  Devices 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  powered  patient  transfer 
devices  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49941)  a 
proposed  regulation  to  classify  AC- 
powered  patient  transfer  devices  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
name  and  identification  of  the  device  to 
clarify  the  range  of  devices  included  in 
the  generic  class  covered  by  this  rule. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19,1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 


new  names  may  be  found  in  the  - 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6775,  to  read  as 
follows: 

§  880.6775  Powered  patient  transfer 
device. 

(a)  Identification.  A  powered  patient 
transfer  device  is  a  device  consisting  of 
a  wheeled  stretcher  and  a  powered 
mechanism  that  has  a  broad,  flexible 
band  stretched  over  long  rollers  that  can 
advance  itself  under  a  patient  and 
transfer  the  patient  with  minimal 
disturbance  in  a  horizontal  position  to 
the  stretcher. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September,  1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f  fairs. 

(FR  Doc.  80-31621  Filed  10-20-80:  8:45  am| 
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21  CFR  Part  880 

I  Docket  No.  78N-1360] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Manual 
Patient  Transfer  Devices 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  manual  patient  transfer 
devices  into  class  I  (general  controls) 
and  exempting  manufacturers  of  the 
device  from  premarket  notification 
procedures  and  certain  requirements  of 
the  good  manufacturing  practice 
regulation.  The  effect  of  this  rule  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices,  except  for  the  premarket 
notification  procedures  and  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  This  action  is  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 
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TOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49941)  a 
proposed  regulation  to  classify  manual 
patient  transfer  devices  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6785,  to  read  as 
follows: 

§  880.6785  Manual  patient  transfer  device. 

(a)  Identification.  A  manual  patient 
transfer  device  is  a  device  consisting  of 
a  wheeled  stretcher  and  a  mechanism 
on  which  a  patient  can  be  placed  so  that 
the  patient  can  be  transferred  with 
minimal  disturbance  in  a  horizontal- 
position  to  the  stretcher. 

(b)  Classification.  Class  1  (general 
controls).  The  device  is  exempt  from 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  divice  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 


general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Slat.  1065,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31622  Filed  10-20-80;  8:45  am| 
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21  CFR  Part  880 

[Docket  No.  78N-1361] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Washers  for 
Body  Waste  Receptacles 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  washers  for  body  waste 
receptacles  into  class  I  (general 
controls)  and  exempting  manufacturers 
of  the  device  from  premarket 
notification  procedures  and  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  The  effect  of  this 
rule  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices,  except  for  the  premarket 
notification  procedures  and  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  This  action  is  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT:  . 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7555. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49942)  a 
proposed  regulation  to  classify  washers 
for  body  waste  receptacles  into  class  I 
(general  controls).  A  period  of  60  days 


was  provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  only  minor  clarifying 
changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6800,  to  read  as 
follows: 

§  880.6800  Washers  for  body  waste 
receptacles. 

(a)  Identification.  A  washer  for  body 
waste  receptacles  is  a  device  intended 
for  medical  purposes  that  is  used  to 
clean  and  sanitize  a  body  waste 
receptacle,  such  as  a  bedpan.  The 
device  consists  of  a  wall-mounted 
plumbing  fixture  with  a  door  through 
which  a  body  waste  receptacle  is 
inserted.  When  the  door  is  closed  the 
body  waste  receptacle  is  cleaned  by  hot 
water,  steam,  or  germicide. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  The  device  also  is 
exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-31623  Filed  10-20-80;  8:45  am] 
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21  CFR  Part  880 
(Docket  No.  78N-1362] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Medical 
Disposable  Scissors 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  medical  disposable 
scissors  into  class  I  (general  controls) 
and  exempting  manufacturers  of  the 
device  from  premarket  notification 
procedures.  The  effect  of  this  rule  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices,  except  for  the  premarket 
notification  procedures.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49944)  a 
proposed  regulation  to  classify  medical 
disposable  scissors  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
name  and  identification  of  the  device  to 
make  it  clear  that  the  rule  applies  only 
to  those  devices  that  are  intended  for 
medical  purposes.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
28. 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 


advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  the  commissioner  of  Food 
and  Drugs  (21  CFR  5.1),  Part  880  is 
amended  in  Subpart  G  by  adding  new 
§  880.6820,  to  read  as  follows: 

§  880.6820  Medical  disposable  scissors. 

(a)  Identification.  Medical  disposable 
scissors  are  disposable  type  general 
cutting  devices  intended  for  medical 
purposes.  This  generic  type  of  device 
does  not  include  surgical  scissors. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from 
premarket  notification  procedures  in 
Subpart  E  of  Part  807. 

Effective  date. This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31624  Filed  10-20-80;  6:45  am) 
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21  CFR  Part  880 

(Docket  No.  78N-1363] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Sterilization 
Wraps 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  sterilization  wraps  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  11 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (4  FR  49844),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 


general  hospital  and  personal  use 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49945)  a 
proposed  regulation  to  classify 
sterilization  wraps  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

One  comment  was  received.  The 
comment  agreed  with  the  proposal  to 
classify  sterilization  wraps  into  class  II. 

The  agency  has  made  minor  changes 
to  the  identification  of  the  device  to 
clarify  that  the  rule  applies  only  to  those 
sterilization  wraps  that  are  intended  for 
use  by  health  care  providers,  such  as 
hospitals  and  physicians.  Accordingly, 
the  proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6850,  to  read  as 
follows: 

§  880.6850  Sterilization  wrap. 

(a)  Identification.  A  sterilization  wrap 
(pack,  sterilization  wrapper,  bag,  or 
accessories,  is  a  device  intended  to  be 
used  to  enclose  another  medical  device 
that  is  to  be  sterilized  by  a  health  care 
provider.  It  is  intended  to  allow 
sterilization  of  the  enclosed  medical 
device  and  also  to  maintain  sterility  of 
the  enclosed  device  until  used. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 
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Dated:  September  17, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Doc.  80-31625  Filed  10-20-80;  8:45  am| 
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21  CFR  Part  880 
[Docket  No.  78N-1364] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Ethylene 
Oxide  Gas  Sterilizers 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  ethylene  oxide  gas 
sterilizers  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49946)  a 
proposed  regulation  to  classify  ethylene 
oxide  gas  sterilizers  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

A  comment  from  the  United  States 
Environmental  Protection  Agency  (EPA) 
stated  that  ethylene  oxide  gas  (ETO) 
sterilant  is  currently  regulated  by  EPA 
under  the  Federal  Insecticide,  Fungicide, 
and  Rodenticide  Act  (FIFRA).  The  EPA 
regulates  self-contained  portable  ETO 
gas  sterilizers  and  these  portable 
sterilizers  are  registered  with  EPA.  This 
registration  involves  a  preregistration 
efficacy  evaluation  and  a  hazard 
evaluation  with  respect  to  the  operation 
of  the  device.  EPA  believes  that  FDA’s 


regulation  delineate  clearly  the 
responsibilities  of  the  two  agencies. 

FDA  and  EPA  are  currently  discussing 
the  regulation  of  this  device  and  its 
accessories  and  will  develop  and 
publish  in  the  Federal  Register  a 
Memorandum  of  Understanding 
concerning  each  agency’s  responsibility 
for  the  regulation  of  this  device.  Until 
the  Memorandum  of  Understanding  is 
published,  EPA  will  continue  to  be 
principally  responsible  for  regulating 
ETO  sterilants  and  self-contained 
portable  ETO  gas  sterilizers.  FDA  will 
be  principally  responsible  for  regulating 
nonportable  ETO  gas  sterilizers  which 
are  intended  for  use  by  health  care 
providers,  such  as  hospitals  and 
physicians,  for  sterilizing  medical 
products.  In  the  Federal  Register  of  June 
23, 1978,  FDA  published  a  proposed  rule 
that  would  impose  restrictions  on  the 
continued  use  of  ETO  as  a  sterilant  for 
certain  drug  products  and  medical 
devices  for  human  use.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  to  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6860,  to  read  as 
follows: 

§  880.6860  Ethylene  oxide  gas  sterilizer. 

(a)  Identification.  An  ethylene  gas 
sterilizer  is  a  nonportable  device 
intended  for  use  by  a  health  care 
provider  that  uses  ethylene  oxide  (ETO) 
to  sterilize  medical  products. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  September  17, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

|FR  Doc.  80-31828  Filed  10-20-80. 8:45  am) 
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21  CFR  Part  880 
[Docket  No.  78N-1365] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Dry-Heat 
Sterilizers 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  dry-heat  sterilizers  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  11 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49947)  a 
proposed  regulation  to  classify  dry-heat 
sterilizers  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  clarify 
that  the  rule  applies  only  to  those  dry- 
heat  sterilizers  that  are  intended  for  use 
by  a  health  care  provider.  Accordingly, 
the  proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
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them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26. 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C  360c,  371(a)))  and  under  authority  ' 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6870,  to  read  as 
follows: 

§  880.6870  Dry-heat  sterilizer. 

(a)  Identification.  A  dry-heat  sterilizer 
is  a  device  that  is  intended  for  use  by  a 
health  care  provider  to  sterilize  medical 
products  by  means  of  dry  heat. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31627  Filed  10-20-80;  8:45  am| 
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21  CFR  Part  880 
(Docket  No.  78N-1366] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Steam 
Sterilizers 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  steam  sterilizers  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration.  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7555. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49948)  a 
proposed  regulation  to  classify  steam 
sterilizers  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
agency  has  made  minor  changes  in  the 
identification  of  the  device  to  clarify 
that  the  rule  applies  only  to  those 
devices  that  are  intended  for  use  by  a 
health  care  provider.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26. 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6880,  to  read  as 
follows: 

§  880.6880  Steam  sterilizer. 

(a)  Identification.  A  steam  sterilizer 
(autoclave)  is  a  device  that  is  intended 
for  use  by  a  health  care  provider  to 
sterilize  medical  products  by  means  of 
pressurized  steam. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)))  „ 


Dated:  September  17, 1980. 
William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f  fairs. 

(FR  Doc.  80-31628  Filed  10-20-80:  8:45  um| 
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21  CFR  Part  880 
(Docket  No.  78N-1367] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Hand- 
Carried  Stretchers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  hand-carried  stretchers 
into  class  I  (general  controls)  and 
exempting  manufacturers  of  the  device 
from  certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24. 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49949)  a 
proposed  regulation  to  classify  hand- 
carried  stretchers  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
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FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  F  by 
adding  new  §  880.6900,  to  read  as 
follows: 

§880.6900  Hand-carried  stretcher. 

(a)  Identification.  A  hand-carried 
stretcher  is  a  device  consisting  of  a 
lightweight  frame,  or  of  two  poles  with  a 
cloth  or  metal  platform,  on  which  a 
patient  can  be  carried. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 

§  820.180,  with  respect  to  general 
requirements  concerning  records,  and 
§820.198,  with  respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-31629  Filed  10-20-80: 8.45  ami 
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21  CFR  Part  880 

(Docket  No.  78N-1368] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Wheeled 
Stretchers 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  wheeled  stretchers  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 


FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49949)  a 
proposed  regulation  to  classify  wheeled 
stretchers  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA.  No  comments 
have  been  received  regarding  the 
proposed  regulation  to  classify  this 
device.  Accordingly,  the  proposed 
regulation  is  being  adopted  without 
change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and, a  list-of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register.  ' 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6910,  to  read  as 
follows: 

§  880.6910  Wheeled  stretcher. 

(a)  Identification.  A  wheeled  stretcher 
is  a  device  consisting  of  a  platform 
mounted  on  a  wheeled  frame  that  is 
designed  to  transport  patients  in  a 
horizontal  position.  The  device  may 
have  side  rails,  supports  for  fluid 
infusion  equipment,  and  patient 
securement  straps.  The  frame  may  be 
fixed  or  collapsible  for  use  in  an 
ambulance. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 


(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-31630  Filed  10-20-80:  8:45  am) 
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21  CFR  Part  880 

[Docket  No.  78N-1369] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Syringe 
Needle  Introducers 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  syringe  needle 
introducers  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  November  20. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49951)  a 
proposed  regulation  to  classify  syringe 
needle  introducers  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA.  No 
comments  have  been  received  regarding 
the  proposed  regulation  to  classify  this 
device.  Accordingly,  the  proposed 
regulation  is  being  adopted  without 
change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
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in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6920,  to  read  as 
follows: 

§  880.6920  Syringe  needle  introduced 

(a)  Identification.  A  syringe  needle 
introducer  is  a  device  that  uses  a  spring- 
loaded  mechanism  to  drive  a 
hypodermic  needle  into  a  patient  to  a 
predetermined  depth  below  the  skin 
surface. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-31631  Filed  10-20-80;  8:45  am] 
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21  CFR  Part  880 
r Docket  No.  78N-1388] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Irrigating 
Syringes 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  irrigating  syringes  into 
class  I  (general  controls)  and  exempting 
manufacturers  of  the  device  from 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20. 1980. 


FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49951)  a 
proposed  regulation  to  classify  irrigating 
syringes  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  only  minor  editorial  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the- 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6960,  to  read  as 
follows: 

§  880.6960  Irrigating  syringe. 

(a)  Identification.  An  irrigating 
syringe  is  a  device  intended  for  medical 
purposes  that  consists  of  a  bulb  or  a 
piston  syringe  with  an  integral  or  a 
detachable  tube.  The  device  is  used  to 
irrigate,  withdraw  fluid  from,  or  instill 
fluid  into,  a  body  cavity  or  wound. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  If  the  device  is  not 
labeled  or  otherwise  represented  as 
sterile,  it  also  is  exempt  from  the  good 
manufacturing  practice  regulation  in 


Part  820,  with  the  exception  of  §  820.180, 
with  respect  to  general  requirements 
concerning  records,  and  §  820.198,  with 
respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-31632  Filed  10-20-80;  8:45  am] 
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21  CFR  Part  880 

[Docket  No.  78N-1371] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Liquid 
Crystal  Vein  Locators 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  liquid  crystal  vein 
locators  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Lillian  L.  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49953)  a 
proposed  regulation  to  classify  liquid 
crystal  vein  locators  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA.  No  comments 
have  been  received  regarding  the 
proposed  regulation  to  classify  this 
device.  Accordingly,  the  proposed 
regulation  is -being  adopted  without 
change. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21668,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6970,  to  read  as 
follows: 

§  880.6970  Liquid  crystal  vein  locator. 

(a)  Identification.  A  liquid  crystal  vein 
locator  is  a  device  used  to  indicate  the 
location  of  a  vein  by  revealing 
variations  in  the  surface  temperature  of 
the  skin  by  displaying  the  color  changes 
of  heat  sensitive  liquid  crystals 
(cholesteric  esters). 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31633  Filed  10-20-80;  8:45  am] 
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21  CFR  Pari  880 

(Docket  No.  78N-1372] 

General  Hospital  and  Personal  Use 
Devices;  Classification  of  Vein 
Stabilizers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vein  stabilizers  into 
class  I  (general  controls)  and  exempting 
manufacturers  of  the  device  from 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 


applicable  to  all  devices,  except  for  the 
premarket  notification  procedures  and 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  November  20, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lillian  L  Yin,  Bureau  of  Medical  Devices 
(HFK-470),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7555. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
August  24, 1979  (44  FR  49844),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  general  hospital  and 
personal  use  devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  General  Hospital  and 
Personal  Use  Device  Section  of  the 
General  Medical  Devices  Panel 
(formerly  the  General  Hospital  and 
Personal  Use  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  49953)  a 
proposed  regulation  to  classify  vein 
stabilizers  into  class  I  (general  controls). 
A  period  of  60  days  was  provided  for 
interested  persons  to  submit  comments 
to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  880  in  Subpart  G  by 
adding  new  §  880.6980.  to  read  as 
follows: 

§  880.6980  Vein  stabilizer. 

(a)  Identification.  A  vein  stabilizer  is 
a  device  consisting  of  a  flat  piece  of 
plastic  with  two  noninvasive  prongs. 
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The  device  is  placed  on  the  skin  so  that 
the  prongs  are  on  either  side  of  a  vein 
and  hold  it  stable  while  a  hypodermic 
needle  is  inserted  into  the  vein. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
premarket  notification  procedures  in 
Subpart  E  of  Part  807.  If  the  device  is  not 
labeled  or  otherwise  represented  as 
sterile,  it  is  also  exempt  from  the  good 
manufacturing  practice  regulation  in 
Part  820,  with  the  exception  of  §  820.180. 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  November  20, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  September  17, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-31634  Filed  10-20-80;  8:45  am| 
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